DopaTtok 3

po Haka3y MiHicTepcTBa OXOpPOHM
3p0poB’a YKkpaiHm

30.08.2018 Ne 1572

NEPENIK
NIKAPCbKUX 3ACOBIB (MEAUNYHUX IMYHOBIONOMN4YHUX NMPEMAPATIB), LLOOO AKUX BYJTIU BHECEHI 3MIHU 10
PEECTPALUIMHUX MATEPIATNIB, AKI BHOCATbCA A0 AEPXKABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ea nikapcbko20 ®Popma sunycky 3asieHUK KpaiHa Bupob6Huk Kpaina Peecmpauyitina npouyedypa Ymoeu Homep
n/n 3acoby eidnycky peecmpauyitiHo2o
noceio4yeHHs
1. | ABEJIOKC® pO34mnH Ans iHdysin, 400 Banep Al HimeyvunHa Banep Al Himeuunna BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/4071/02/01
mr/250 mn, no 250 mn marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI peuenmom
PO34KHY Yy drakoHax; no 3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu
1 dprakoHy B KapTOHHIN MiCLiAl NPOBaMXXEHHS QiANbHOCTI
nauui BUPOOHMKa/iMnopTepa rotoBOro nikapCbkoro
3acoby, BKMoYauu AinbHULI BUNYycKy cepii
abo micLe npoBeAeHHs1 KOHTPOSTO SKOCTI.
(misnbHiCTb, 3a AKky BignoBigae
BMPOOHWK/IMNOpTep, BKIHOYaO4M BUMYCK
cepil) 3MiHa HanMeHyBaHHs BUpobHuka 13,
6e3 3miHn micus BUpobHuuTBa: 3MiHu | Tuny -
3MiHu 3 skocTi. CepTudikat
BignosigHocTi/lE-cepTudikaT BignoBigHOCTI
€sponewcbkin bapmakonei/moHorpadii.
MopaHHA HoBOro abo OHOBNEHOrO
cepTudikaTa BignoBigHOCTIi abo BUNy4YeHHS
cepTugikaTa BignoBigHOCTi €BponechbKii
capmakonei: gna A®l; ansa BuxigHoro
marepiany/peareHTy/npoMiKHOTO MPOAYKTY,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHNLTBI ADI;
[Onsi JONOMiXXHOI peqoBuUHU (cepTudikaT
BigNOBIQHOCTI €Bponewicbkin hapmakoner) -
OHoBneHwnn cepTudikar Bifg yxe
3aTBEpAKEHOro BUPOOHMKa NoaaHHs
oHoBneHoro CEP Ne R1-CEP 2008-067-Rev
01 (3atBepmxeHo: R1-CEP 2008-067-Rev
00) Big 3aTBEpOXEHOIO BUPOBHMKa Aitoyol
peyosuHM Moxifloxacin hydrochloride 3i
3MiHOlO Ha3BW BMPOOHMKa 3MiHa 3asBHMKa
(BnacHWka peecTpaLinHoOro nNocBig4YeHHs)
2. AKTOBETIH pO34nH Ans iH'ekuin, 40 TOB "Takena YkpaiHa Takena ABCTpisi ABCTpis BHECEHHS 3MiH O peecTpaLiiH1X - UA/9048/02/01
mr/mn in bulk Ne 1500: YkpaiHa" m6X marepianis:
no 2 mn (80 mr) B 3MiHu |l TUNY - nogaHHA OHOBNEHOrO
amnyni; no 5 amnyn y cepTudikaTa BiANoOBiAHOCTI EBpONENCHKIN
nnacTuKoBoMy dapmakonei Ne R1-CEP 2004-235-Rev 02
KOHTelHepi; no 5 Bif BXe 3aTBEpaeHoro BupobHuka TAKEDA
KOHTEWHEPIB Y 3aXMCHil AUSTRIA GMBH, w0 BukopucToBye
kopobui; no 60 3axMcHUX mMaTtepianu noacbkoro abo TBapnHHOIO
KOPOBOK y KapTOHHI NOXOMKEHHS ANs Oilo40T pe4oBUHU
Kopob6ui; in bulk Ne 900: Deproteinised hemoderivative of calf blood
no 5 mn (200 mr) B
amnyni; no 5 amnyn y
nnacT1KoBOMy




2 [IponoBxeHHs nonarka 3
Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
KOHTenHepi; no 4
KOHTEMHEepW B 3aXUCHIN
KopoO6Li; no 45 3axmMcHMX
KOPOBOK y KapTOHHIN
kopobui; in bulk Ne 440:
no 10 mn (400 mr) B
amnyni; no 5 amnyn y
NnacTUKOBOMY
KOHTeMHepi; no 2
KOHTEMHEepPW B 3aXUCHIN
Kopobui; No 44 3axMcHUX
KOPOBOK y KapTOHHIN
KopobLUi
3. | AlIb®AMNEIM®-C niodinisaTt Ans po3ynHy TOB "BANAPTIH YkpaiHa TOB "BANAPTIH YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnx 3a UA/14620/01/01
NMEFIHTEP®EPOH ons iH'ekuini no 80 mkr, 1 OAPMA" DPAPMA", YkpaiHa MaTepianis: 3miHn | Tuny - AoMiHicTpaTuBHI peuenmom
Alb®A-2B dnakoH 3 niodinisatom (nakyBaHHs1 3 3MiHn. 3miHa HalMeHyBaHHA Ta/abo agpecu
y KOpoOUi 3 KapToHy; 1 copmu in bulk 3asiBHUKA (BnacHWKa peecTpauinHoro
dnakoH 3 niodinizatom dipMun-BNpobHMKa NOCBIAYEHHsT) 3MiHa agpecu 3asiBHUKA
Yy KOMMAeKTi 3 TOB «HaykoBo-
PO34MHHMKOM (BOAa ANs BMPOOHMYa
iH'exuin) no 2 mn B KOMMaHis
amnyni B kopo6ui 3 «IHTepdapmbioTek
KapTOHY », YkpaiHa)
4. | AlIb®ANEM®-C niodinisaTt Ana po3ynHy TOB "BAJTAPTIH Ykpaina TOB "BAJIAPTIH Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/14620/01/02
NEFNHTEP®EPOH ans iH'ekui no 100 mkr, SAPMA" PAPMA", YkpaiHa matepianis: 3miHu | Tuny - AaMiHicTpaTMBHI peuernmom
AlIb®A-2B 1 dprakoH 3 (nakyBaHHs 3 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
niodinisatom y kopobui dopmu in bulk 3asiBHUKA (BNnacHuKa peecTpauinHoro
3 KapToHY; 1 cnakoH 3 pipMun-BUPOGHIMKa NocBiQYEHHs1) 3MiHa agpecu 3asiBHUKA
niodinizatom y TOB «HaykoBo-
KOMMIEKTi 3 BUPOOHMYa
PO34MHHMKOM (BOAa ANs KOMnNaHis
iH'exuin) no 2 mn B «IHTepdapmbioTek
amnyrni B kopobui 3 », YkpaiHa)
KapTOHY
5. | AlIb®ANEI® -C niodinisaTt Ana po3ynHy TOB "BAJTAPTIH Ykpaina TOB "BAJNAPTIH YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/14620/01/03
NMEFIHTEP®EPOH ans iv'ekuii no 120 mkr, OAPMA" DPAPMA", YkpaiHa MaTepianis: 3miHn | Tuny - AoMiHicTpaTuBHI peuenmom
AlIb®A-2B 1 pnakoH 3 (nakyBaHHs1 3 3MiHW. 3miHa HalMeHyBaHHsA Ta/abo agpecu
niodinizatom y kopoobui dopmu in bulk 3asiBHUKA (BnacHuKa peecTpauinHoro
3 KapToHY; 1 cbriakoH 3 dipMu-BrpobHMKa NOCBIQYEHHST) 3MiHa afpecu 3asiBHUKA
niodpinizatom y TOB «HaykoBo-
KOMMIEKTi 3 BUPOOHMYa
PO34MHHUKOM (BoAa Ans KoMMaHis
iH'ekuin) no 2 mn B «IHTepdapmbioTek
amnyni B kopobui 3 », YkpaiHa)
KapTOHY
6. | AlIb®PAMNEI®-C nioginisaT Ans po3ynHy TOB "BAJTAPTIH YkpaiHa TOB "BANAPTIH YkpaiHa BHECEHHS 3MiH [0 peecTpauifiHmX 3a UA/14620/01/04
NEFIHTEP®EPOH ans iH'ekuin no 150 mkr, PAPMA" PAPMA", YkpaiHa marepianis: 3MiHu | TUNy - AOMiHICTpaTUBHI peuernmom
AlIb®A-2B 1 dprakoH 3 (nakyBaHHs 3 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

niogpinizatom y kopobui

¢opmu in bulk

3asBHUKA (BNacHWKa peecTpauinHoro
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

3 KapToHy; 1 dpnakoH 3
niodpinizatom y
KOMMEKTi 3
PO34MHHUKOM (Boda Ans
iH'exuin) no 2 mn B
amnyni B kopobui 3
KapTOHY

dipMu-BupobHMKa
TOB «HaykoBo-
BMPOOHMYa
KOMnaHis
«IHTepdapmbioTek
», YkpaiHa)

NnocBigYeHHs) 3MiHa agpecu 3asiBHUKa

AMBPOKCOIJ1-KB

Tabnetku no 30 mr; no
10 TabneTok y Gnictepi;
no 2 6nictepu y navui

AT "KUTBCBKIN
BITAMIHHIV
3ABOL"

YkpaiHa

AT "KUTBCBKIN
BITAMIHHMI
3ABOL"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLuiiHnX
marepianis:
3MiHu | TNy - 3MiHK Woao
6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
- rpadiyHe ohOPMIIEHHS YNaKOBKN
3aMiHIOETBCA Ha NPONo3unLii Woao
MapKyBaHHs. BBeaeHHs 3MiH npoTArom 3-x
MicALiB nicnsa 3aTBepAXKEeHHSA; 3MiHM | Tuny
- 3MiHK B cneymdikauii BXiGHOro KOHTPOro
Ha AQ®I: poagin «MikpobionoriyHa YncTtoTa»
NpvBEAEHO Y BignoBigHicTb Ao AdDY; 3MiHm |
MRy - 3MiHa y meToax BUNpobyBaHHSA
roTOBOrO fiKapCbKoro 3acoby (He3HayHa
3MiHa y 3aTBEpAKEHNX MeToAax
BUNPoOYBaHHS); 3MiHu | TUNy - 3miHa
napameTpie cneuudikadi Ta/abo
[0NyCTUMMUX MEX rOTOBOTO FTiKapCbKOro
3acoby - BUINyYEHHsI NOKa3HUKa «Aepocuny,
OCKiNbKN JaHUIA NOKa3HUK KOHTPOSIOETLCA B
Hepo3sdacoBaHin NpoayKuii; 3MiHu | Tuny -
3MiHa napameTpiB cneundikadi Ta/abo
[OMYCTUMKX MEX roTOBOrO NiKapcbKoro
3acoby (3BY)XEHHS1 AOMYCTUMMNX MEX); 3MiHM |
UMYy - 3MiHa po3Mipy cepii (Bko4aoum
piana3oH po3mipy cepii) rotoBoro
nikapcbKkoro 3acoby (36inbweHHs go 10 pasis
NOPIBHSHO i3 3aTBEpPOXEHM PO3MiIpOM)
(8aTtBepmxeHo: 20 000 yn. BeoguTbcs
popartkosui posmip cepii 40 000 yn.); 3MiHum |
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapCbKuiA
3aci6. Onuc Ta cknag - B po3aini «Cknag»
mMacy TabrneTku BUpaXeHO B Mr. YTOYHEHHS
Ha3BW 4ONOMIXKHOI pe4OBUHM

be3
peuenma

UA/7012/01/01

AMIAKY PO34MH
10%

pO34WH Ans
30BHILLHBOrO
3actocyBaHHsa 10% no
40 mn y donakoHax; no
40 mn 'y donakoHi; no 1
dnakoHy B nayui 3
KapToHy; no 100 mn y
cdrakoHax

MpAT
dapmaueBTUYHa
abpuka "Biona"

YkpaiHa

MpAT
PapmaLeBTNyHa
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tny - AoMiHicTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3asBHUKa (BNacHWKa peecTpaLiiHoro
noceifgyeHHs1) 3MiHa agpecu. BBegeHHs 3miH
nNpoTArom 3-X MiCAUIB NiCNs 3aTBEPAXEHHS.
3miHu | TUny - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaAXeHHS JisNbHOCTI

6e3
peuenma

UA/0138/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

BMPOGHWKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYauu AinbHuUL BUNYyCKy cepii
abo micue npoBeAeHHsI KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNoOpTEp, BKIOYaKYX BUMYCK
cepiit) 3miHa appecyn BupobHuka MpAT
dapmaveBTuyHa habpuka "Biona", YkpaiHa,
6e3 3miHn Micus BUpobHMLTBA (3MiHa Ha3BM
Bynuui): BBegeHHs amin npotsarom 3-x
MicsUiB Micnsa 3aTBepAXEHHS.

APUTMIN

PO34mMH Ans iH'ekuin, 50
Mr/mMn no 3 mn B amnyri;
no 5 amnyn y kaceti; no
1 kaceTi y nayui 3
KapTOHY

My6nivyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BMPOGHNYMIA

LeHTp
"bopLuariBCbkui
XimiKo-
hapmaLeBTUYHNIA
3aBoa”

YkpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYMIA

LEHTP
"BopLuariBCbkumn
XimiKo-
capmaLeBTUYHUI
3aBoa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHMX
marepianis:
3MiHuM | TUNY - 3MiHa nocTavanbHuka
nakyBanbHUX MaTepianis abo
KOMMMAEKTYIUMX (SKLLO 3a3HAYEHO B AOCHE)
(BUNYYeHHS! NocTayanbHuKa) - BUNYYeHHs!
HaiMeHyBaHHS nocTavanbHUKIB
nakyBarnbHUX MaTepiarnis 3 peecTpauiiHoro
pocbe, a came po3aginy 3.2.P.7 Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acib

3a
peuenmom

UA/1438/01/01

10.

APTPNOA®

PO34MH ANs iH EKLN,
100 mr/mn, no 2 mn B
amnynax; no 5 amnyny
TNOTKY; MO 2 NOTKN y
nadui 3 KapToHy

TOB "®APMIITA
YKPAIHA"

Ykpaina

XAYMNT ®APMA
niBPOH

DdpaHLuis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHm |l Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAA4i peecTpaLiiHOro noceBiaYeHHs,
BKNtoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
noAanbLIoro o6rpyHTyBaHHS HOBUMM
[OAATKOBMM AaHUMM, O MalTb
HaJaBaTMCA KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHs
30608's13aHb BiANOBIAHO 40 NianyHKTy 1.13
nyHkTy 1 gogatky 15 go Mopsiaky
NpoBeAeHHS eKCNepTn3n peecTpauiiHnx
maTepianis Ha nikapcbki 3acobu, Lwo
noJaloTbCA Ha AepXaBHY peecTpaLiio
(nepepeecTpallilo), a TaKoX eKcnepTnsun
MaTepiarnisB Npo BHECEHHS 3MiH 40
peecTpaLiiHux MaTepianis NpoTsarom Aaii
peecTpaLiiHOro NoCBig4YeHHs,
3aTBepakeHoro Hakazom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)

3a
peuernmom

UA/15442/01/01

11.

ACMIPUH KAPLIO®

TabneTku, BKPUTI
KMLUKOBOPO3YMHHOHO
obonoHkoto, no 300 wmr,
no 14 Tabnetok y

Baviep KoHcbiomep
Kep Al

LLisenuapis

Baviep Al',
HimeyuunHa; Banep
Bittepdensa
'M6X, HimeuynHa

Himevuunna

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu | TUny - 3MiHK Wozo
6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsgy

6e3
peuenma

UA/7802/01/02




5 [IponoBxeHHs nonarka 3
Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
6nicTepi, no 2 6nictepu - 3MiHa TEKCTY MapKyBaHHS yNakoBKW
B KapTOHHIN nayui nikapcbkoro 3acoby, a came — Ha bnictepi
iHdpopmaLis WoAo TepMiHY NpuaaTHOCTI Ta
HOMepy cepii HAHOCUTbCSI TUCHEHHSAM
12. | ACMIPUH KAPOIO® TabneTku, BKPUTI Banep KoHcbiomep LLisenuapis BMPOOHMLUTBO "in Himeuunna BHECEHHS 3MiH [0 peecTpauifiHnX bes UA/7802/01/01
KULLKOBOPO3YNHHOIO Kep Al bulk": Banep marepianis: peuenma
obonoHkoto, no 100 wmr, dapma AT, 3MiHu | TUny - 3MiHK WwWoao
no 14 Tabnetok y HimeuumnHa; 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy
6nictepi; no 2 abo no 4 nepBuHHe, - 3MiHa TEKCTY MapKyBaHHS yMakoBKM
GricTepu B KAPTOHHIN BTOPUHHE nikapcbkoro 3acoby, a came — Ha bnictepi
navui nakyBaHHs Ta iHdbopMaUisa Wwoao TepMiHy npuaaTHOCTI Ta
BUNYCK cepii: HOMepy cepii HAHOCUTLCS TUCHEHHAM
Banep
Bittepdenba
'm6X, HimeuuynHa
13. ALUKIOBIP 800 Tabnetkn no 800 mr no 5 CTAOA Himeyumna CTAOA Himeyuunna BHECEHHS 3MiH 40 peecTpaLiiHMX 3a UA/3840/01/03
CTAODA® Tabnetok y 6nictepi; no ApuHanmiTTens ApuHanmittens marepianis: peuenmom
7 6riicTepiB y KapTOHHIN Al Al BUNPAaBIEHHsI TEXHIYHMX MOMMUIIOK B
KopobuUi cneuudikaLii roToBOro nikapcbkoro 3acoty
Ha TepMiH NPUAATHOCTI 3a pPo3aifiom
«KonnyectBeHHOe onpegeneHney
14. BAKIIO®EH Tabnetkn no 10 mr, no dapmaLeBTUYHUIA Monblwa dapmaueBTUYHUIA Monbwa BHECEHHS 3MiH 40 peecTpaLiiHmX 3a UA/0497/01/01
50 Tabnetok y 3aBoa 3aBog marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI peuyenmom
noninponineHoBomy “Monbdapma” “Monbdapma” 3MiHW. Bruny4eHHs BUpOGHMYOI AinbHNLI
riakoHi 3 KPULLIKOIO i3 C.A. C.A,, MNMonblia (Bkntoyatoum ainbHuui ans A®l, npomMixxHoro

amMopTn3aTopoMm Ta
3aXMCHUM Kinbuem; no 1
rakoHy B KapTOHHIW
Kopoo6ui

npoaykTy abo roToBoro nikapcbkoro 3acooy,
[inbHUL AN NPOBEAEHHS MaKyBaHHS,
BMpOOHYKa, BiANOBiAaNbHOroO 3a BUMYyCK
cepii, MicLe NpoBeAeHHS KOHTPOO cepii)
abo nocTayanbHVKa BUXIQHOrO maTepiany,
peareHTy abo AOMOMIXXHOT PEYOBUHM (SIKLLO
3a3HayeHo y Aocbe) BBeaeHHs 3miH
NpOTArom 6-T MicALIB NiCNs 3aTBEPOXKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeMHep/3akynoproBanbHuii 3aci6. 3miHa y
NEePBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
3aco0y (SKiCHWI Ta KinbKiCHWI cknag) -
TBepai nikapcbki opmMu 3MiHa SKICHOrO Ta
KiNbKiCHOrO CKnagy NepBUHHOI YNakoBKu, 3
BiAMOBIAHVMU 3MiHAMU Y P. «YNaKoBKa»:
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK 3
skocTi. [oToBMI Nikapcbkui 3acib. Cuctema
KOHTENHep/3akynoproBanbHuii 3acio. 3miHa
opmu abo po3mipy KOHTEHepa YK
3aKyrnoproBanbHoro 3acoby (nepBMHHOT
YMakKoBKM) (HeCTepuIbHi nikapcbki 3acobn)
3MiHa hopmu Ta po3mipy NonieTuneHoBoro
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

dnakoHy (HDPE) 3 kpuwkoto (LDPE) i3
amMopT13aToOpPOM Ta 3aXMCHUM KinbLEM.
BBeaeHHs 3MiH NnpoTsarom 6-T1 MicauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHu 3
sikocTi. CepTudikat BignosigHocTi/lE-
cepTudikat BiaNoBiAHOCTI EBpONENChKIN
dapmakonei/MoHorpadii. NMogaHHsA HOBOrO
abo oHoBMeHoro cepTudikarta BianoBigHOCTI
abo Buny4YeHHs cepTudikaTa BiaNoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXiQHOro Matepiany/peareHTy/npoMi>XHOro
NPOAYKTY, L0 BUKOPUCTOBYHOTLCS Y
BUpo6HMUTBI APIl; ANs [ONOMKHOI pe4YoBUHM
(cepTudpikaT BignosigHoCTI €EBpONENCHKiIl
dapmakonei) - OHoBneHWn cepTudikaT Big
yXe 3aTBepaXeHoro BUpobHMKa NoJaHHs
oHoBneHoro cepTudikaty CEP ans
3aTBepakeHoro BupobHuka APl baknodeHy
Pharmaceutical Works “Polpharma” S.A.

15.

BAKNO®EH

Tabnetku no 25 wmr, no
50 TabneTtok y
noninponineHosomy
bnakoHi 3 KPULLIKOHO i3
aMopTM3aTopoM Ta
3aXUCHUM Kinbuem; no 1
rakoHy B KapTOHHIW
KopobLi

dapmaLeBTUYHUIA
3aBog
“Monbgapma”
CA.

MonbLwa

dapmaueBTUYHUIA
3aBog
“Monbcapma”
C.A,, MNMonbla

MNonbLa

BHECEHHS 3MiH 40 peecTpaLiiHmX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. BunyyeHHs BUpOGHWYOI AinbHULI
(Bkntovatoum ainbHuui ans A®l, npomMixxHoro
npoaykTy abo rotToBoro nikapcbkoro 3acooy,
AiNbHWLI ANA NpoBeAeHHs NaKyBaHHS,
BMpOOHYKa, BiANOBiAaNbHOro 3a BUMyCcK
cepiin, MicLe NpoBeAeHHS KOHTPOO cepii)
abo nocTavanbHyKa BUXiAHOrO MaTepiany,
peareHTy abo AOMOMIXXHOT PEHOBUHM (SIKLLIO
3a3HayeHo y gocbe) BBeneHHs 3miH
NPOTArom 6-T MicsALIB MiCNS 3aTBEPOXKEHHS.
3miHu | TNy - 3miHK 3 sikocTi. MoToBUIA
nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3MiHa y
NEePBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
3acoby (sIKiCHWI Ta KinbKicHWI cknag) -
TBepai nikapcbki opmMu 3MiHa SKiICHOro Ta
KinNbKiCHOrO cknagy NepBUHHOI YNakoBku, 3
BiAMOBIAHVMU 3MiHAMU Y P. «YNaKoBKa»:
BBeaeHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPKEHHS. 3MiHM | TUny - 3MiHK 3
skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
dopmu abo po3mMipy KOHTENHepa YK
3aKyrnoproBanbHOro 3acoby (nepBUMHHOT
ynaKkoBKW) (HECTEpUNbHI Nikapcbki 3acobn)
3MiHa chopmu Ta po3mipy NonieTnneHoBoro
dnakoHy (HDPE) 3 kpuwwkoto (LDPE) i3
amMopTU3aTOPOM Ta 3aXUCHUM KiflbLIEM.

3a
peuenmom

UA/0497/01/02




7 [IponoBxeHHs nonarka 3
Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHu 3
skocTi. CepTudikar BignosigHocTi/lE-
cepTudikaT BiaNoBiaHOCTI €BpONENChKin
dapmakonei/MoHorpadii. NMogaHHsA HOBOrO
abo oHoBneHoro cepTudikarta BiAnNoBiAHOCTI
abo BuUny4eHHs cepTudikaTa BignoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BMXiAHOro martepiany/peareHTy/npomiKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCS Y
BUpo6HMUTBI APIl; ANs ONOMKHOI pe4YoBUHM
(cepTudbikat BignoBigHOCTI €BpONENChKi
dapmakonei) - OHoBMNeHW cepTudikaT Big,
yXe 3aTBepaXeHoro BUpobHMKa nogaHHs
oHoBneHoro cepTtudikaty CEP gns
3aTBepakeHoro BupobHuka APl baknodeHy
Pharmaceutical Works “Polpharma” S.A.
16. BEH3UNBEH30ATY eMynbCis HawwkipHa 20 TOB "OKI YkpaiHa TOB "[OKT1 YkpaiHa BHECEHHS 3MiH O peecTpauiiHnx bes3 UA/8378/01/01
EMYIbCIA % no 50 r y chnakoHax "®apmaueBTuyHa "®apmaueBTnyHa MaTepianis: peuenma
dabpuka" tabpuka” BUMNPAaBNEHHSA TEXHIYHOI NOMUIIKN Y TEKCTI
MapKyBaHHS A0 peecTpauiiHoro
NOCBiAYEHHS1 CTOCOBHO 3a3Ha4YeHHs HoMepy
PN
17. | BETA3OH KpeMm Ans 30BHILLHLOIo ToBapucTso 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/12709/01/01
3actocyBaHHsa 0,1 % no obmexeHoto BMPOOHMLTBA, marepianis: peuenmom
15 ra6o no 30 ry Ty6i; BiAnoBiganbHiCcTIO KOHTPOMb SIKOCTI, 3MiHuM | TUNY - He3Ha4YHa 3MiHa B cknagi
no 1 Ty6i y kopobui 3 "®apmaLeBTUYHa BUMYCK Cepii: roTOBOro nikapcbKkoro 3acoby, a came
KapTOHY KOMnaHis TosapucTBo 3 YTOYHEHHS KifnlbKOCTi JOMOMDKHOI pe4OBUHN
"3popos's" obmexeHo «Hartpito rigpokenay» B p. 3.2.P.1.1. Onuc i
BiANOBIgANbLHICTHIO cknag nikapcbKkoro 3acoby, - 3a3HayYeHHs
"®apmMaueBTnYHa MexX He B «Mr» a B «4o pH 4,5 — 5,5»; 3MiHu |
KOMMaHis TUMY - 3MiHW, NOB'A3aHi 3 HEOOXiAHICTIO
"3nopos'sa”, NpVBEAEHHS Y BIANOBIAHICTb A0 MOHOrpagii
YkpaiHa; Bci cTagii OdY abo €sponelicbkoi hapmakonei, abo
BUPOGHMLTBA, iHLWOT HauioHanbHOI hbapmakonei aepxasn
BUNYCK cepii: €C (3miHa y cneuudikauisix, nos'asaHa 3i
TosapucTBo 3 3MiHamu B [1DY, abo €Bponencokin
obmexeHo hapmakonei, abo iHLWiN HauioHanbHil
BiAMOBIAANbHICTIO dapmakonei gepxasu €C); cynyTHs 3MiHa:
"®apmaueBTnYHa 3MiHa y meTofax BunpobysaHHst AP abo
KOMnaHis BMXigHOro MaTtepiany/npoMixxHoro
"3popos'sa”, npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
YkpaiHa; KOHTpOnb npoteci BUpobHmutea ADI — npuBeaeHHs
AKOCTI: cneundikauii Ta MeToaiB KOHTPOIO FOTOBOro
ToBapucTBO 3 nikapcbKoro 3acoby y BiAMOBiAHICTb 40
obmexeHoto nitoyoro BuaaHHs OPY 3a nokasHUKOM
BignoBiganbHIiCTIO «MBUYy»; 3MiHu | TUNY - 3MiHK, NOB'A3aHi 3
"®APMEKC HeOoOXiAHICTIO MpUBEAEHHS Y BigMNoOBIgHICT

PYI", YkpaiHa

0o MoHorpadgii J®Y abo Esponencbkoi
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[IponoBxeHHs nonarka 3

Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
capmakonei, abo iHWOoi HaLlioHanbHOI
dapmakonei gepxasu €C (3miHa y
crneundikauisx, nos'a3aHa 3i amiHamu B Y,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHi apmakonei gepxasu €C);
CynyTHSA 3MiHa: 3MiHa y meTogax
BUNPOOYBaHHS JOMOMIKHOI PEYOBUHM -
npvBeAeHHs cneuudikadii Ta metoais
KOHTPOMIO AOMOMIKHUX PEYOBUH Y
BiANOBIAHICTb A0 Aitoyoro BuaaHHs AdY Ta
EP; 3miHu | TUny - 3miHa napameTtpis
cneundikaui Ta/abo gonycTMMmx Mex ansi
OOMOMDKHOI PEYOBUHU — BUIYYEHHS 3i
cneumaikauii JONOMIKHOT pedoBuHN «HaTpito
avrigpodpocdat 6e3BoAHMI» NMOKa3HMKa
«Baxki meTanuy, y 38’A3Ky 3 NpvBe4EHHAM
o pitovoro BuagaHHs USP; aminm | Tuny -
3MiHa y MmeTodax BUnpobyBaHHSA roTOBOro
nikapcbkoro 3acoby (OHOBMNEHHS npoLieaypuy
BUNpobyBaHHSA AN NpUBEOEHHS Y
BiANOBIAHICTb 3i 3MIHEHO 3aranbHO
ctatTeto [1PY abo €Bponerncbkoi
dapmakonei) — 3MiH1 4O MeToZiB KOHTPOItO
roTOBOro NikapcbKoro 3acoby
18. | BAPIUIPUKC™ / niodinisaT Ans po3ynHy nakcoCmiTKnsinH Benuka "makcoCmiTKnsinH Benebris BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/15966/01/01
VARILRIX™ nns iv'ekui no 1 posi; 1 EkcnopT Nimiteq BpuTtaHis Bionoaxikans C.A. matepianis: 3miHu Il Tuny - 3miHn WwWopno peuenmom
BAKUMWHA OAnNA drakoH 3 nioginisatom be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy.
NMPO®INAKTUKN Ta 1 amnyna 3 BHeceHHs abo 3miHa(n) fo 3060B'A3aHb Ta
BITPAHOI BICMU pO34MHHUKOM (Boda Ans YMOB BMAaYi peecTpaLinHoro noceigvyeHHs,
XUBA iH'exuin) B BKNtoyatoun MNnaH ynpaeniHHA pusukamm
ATEHYVNOBAHA nnacTnkoBoMy (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)
KOHTEWHepi B KAPTOHHIN noganbLIoro o6rpyHTyBaHHS HOBUMM
kopobui; 1 donakoH 3 [000aTKOBUM JaHUMWU, LLLIO Mal0Tb
niodpinizatom Ta 1 HaJaBaTUCS KOMMETEHTHUM OpraHoM,
nonepeaHL0 OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
HaMOBHEHWI LWNpuy, 3 KOMMETEHTHUM OpraHom) - BukoHaHHsA
pO34MHHUKOM (Boda Ans 3060B's13aHb BiANOBIAHO 40 NiANYHKTY 2.3
iH'eKUiN) y KOMMNEKTi 3 NyHKTY 2 gogatky 15 go Mopsiaky
[BOMa ronkamu B NpoBeeHHs eKCNEPTU3UN PEECTPaLLiiHNX
nnacTUKoBOMy mMarepianis Ha nikapcbki 3acobu, Lo
KOHTEWHepi B KAPTOHHIN nodalTbCsa Ha AepXKaBHY peecTpalito
kopobui; 100 cdonakoHiB 3 (nepepeecTpallilo), a TaKoX eKCnepTnsun
niodpinizatom Tta 100 MaTepiarnisB Npo BHECEHHS 3MiH 40
amMnyn 3 pO34NMHHUKOM peecTpaLiiHux MaTepianis NpoTsarom Aaii
(Bopa ans iH'ekuin) (8 peEeCTpaLiHOro NOCBIAYEHHS,
YapyHKOBI ynakosLii) B 3aTBepakeHoro Hakasom MOS3 Big
OKPEMMX KAPTOHHMX 26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Kopobkax Big 23.07.2015 Ne 460)
19. | BENO3 TabneTku, BKpUTI ToppeHT IHAis ToppeHT IHgis BHECEHHS 3MiH 0 peecTpaLiiHnx 3a UA/4849/01/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

o6onoHKoto,
KMLLKOBOPO34MHHi Mo 20
Mmr no 10 TabneTtok y
cTpuni; no 2 abo 3
CTPUNKN B KAPTOHHIN
ynakoBLi

dapmacsbloTikanc
Jtg

dapmackioTikanc
Iita

matepianis: 3miHu Il Tuny - 3miHn wWopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(u) fo 3060B'A3aHb Ta
YMOB BMAaYi peecTpauinHoro nocsigvyeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTtocyBaHHSA 3miH(K), Aki(a) BUMaraoTb(€)
noAanbLoro o6rpyHTyBaHHs HOBUMM
[04AaTKOBMM AaHWMMU, Lo MaloTb
HaJaBaTUCH KOMMETEHTHUM OpraHoM,
OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHNM opraHoM) BukoHaHHs
3060B'A3aHb BigNoBiAHO A0 nignyHkTy 1.13
nyHKTY 1, NignyHKTy 2.3 NyHKTY 2 goaaTky 15
0o Mopsaky NpoBeAeHHSI ekcnepTnaun
peecTpauinHMxX MaTepianis Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepKaBHY
peecTpauito (nepepeecTpaliio), a Takox
eKkcrnepTuan mMartepiarnis NPO BHECEHHS 3MiH
[0 peecTpauinHnx maTepianis NpoTarom Aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460).

peuernmom

20.

BUHAY3A

niodinisaTt Ana po3ynHy
ans i exuin no 100 wr;
1 donakoH 3
niodinizatom y
KapTOHHiI kopobui

A-p Peagi'c
Ta6bopatopic ltg

IHaisa

O-p Penpi'c
TNa6opaTopic Iltg
(BupoGHuuuia
Bigain - 7)

IHAisA

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn wWono
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(n) Ao 3000B'A3aHb Ta
YMOB BMAaYi peecTpaLinHoro noceigvyeHHs,
BKIoYatoum MNnaH ynpasniHHS pusnkamm
(3actocyBaHHA 3miH(n), Aki(a) BUMaraTb(€)
noAanbLUIoro obrpyHTyBaHHA HOBUMM
[00aTKOBUM AaHUMM, LLO MaloThb
HafaBaTMCS KOMMETEHTHUM OpraHoMm,
OCKiNbKM BUMaraeTbCsi CyTTEBA OLIHKa
KOMMNETEHTHWUM OpraHom) - BukoHaHHs
30060B'A3aHb BiANOBIAHO A0 NianyHKTy 1.8.2
nyHkTy 1.8 gogatky 5 go MNopsagky
NpoBeAeHHsI eKCnepTUsn peecTpaLliiHnx
marepianiB Ha nikapcbki 3acobu, wo
noJalTbCs Ha AepXaBHYy peecTpaLiio
(nepepeecTpaLiio), a TakoX ekcnepTnan
MaTepiarniB Npo BHECEHHS 3MiH 0
peecTpaLiiHux MaTepianis NpoTsarom Aaii
peecTpaLinHOro NoceBig4YeHHs,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)

3a
peuenmom

UA/16042/01/01

21.

BIKACOJ1-APHULA

po34mH Ans iH'ekuin, 10
Mr/mn no 1 Mn B amnyni;

MpAT
"®apmaLeBTUYHa

YkpaiHa

MpAT
"®apmaueBTnYHa

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn WwWoao

3a
peuernmom

UA/6004/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

no 5 amnyn y KOHTYpHi#
YapyHKOBIN ynakoBsLi; no
2 KOHTYPHI YapyHKOBI
yNakoBKM B NauLli

dipma "OapHuug"

cipma "dapHuua”

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

BHeceHHs abo 3miHa(1) 0o 3000B'A3aHb Ta
YMOB BMAaYi peecTpaLinHOro NoceBig4YeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTtocyBaHHs 3miH(K), Ski(a) BUMaraoTb(€)
nogarnbLIoro o6rpyHTyBaHHS HOBUMM
[04AaTKOBMM AaHWMMU, Lo MaloTb
HagaBaTUCst KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHNM opraHoM) BukoHaHHs
3060B's13aHb BiANoBIigHO 40 NignyHKTy 1.13
nyHkTy 1, NignyHkTy 2.3 nyHKTY 2 goaatky 15
o Mopsaky NpoBeAgHHsI ekcrnepTnan
peecTpauinHMx MaTtepianis Ha nikapcbki
3acobu, Lo NoAalTbCA Ha AepXKaBHY
peecTpauito (nepepeecTpalLiio), a Takox
eKcnepTn3n marepianis Npo BHECEHHSA 3MiH
[0 peecTpauinHnx maTtepiarnis NpoTarom aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

22.

BIPIFAH

renb o4Hun 1,5 mr/r no 5
ry Ty6i 3 HAaKOHEYHMKOM,
LLIO 3arBUHYYETHCS
KoBnaykom, no 1 Ty6i B
KapTOHHIN kopobLyi

JTabopaTtopisi 3ea

®paHuin

dapwmina - 3ea
dPapmaceyTnui
C.n.a.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiHmX
marepianis:
3MiHu | TUny - 3amMiHa napameTpis
cneuudikaLin Ta/abo gonyCTUMUX MeX
NepBUHHOI YMaKoBKM rOTOBOTO NiKapCbKOro
3acoby - BBeAEHHs NokasHuka «Po3mipu:
3aranbHa goBxuHa Ty6u 86-89 mm» o
Cneuudpikauii Ha nakyBanbHUA KOMMOHEHT
(Ty6a); 3miHu | Tuny - 3miHa Byab-sikoi
YaCcTUHW MaTepiany NepBUHHOI YNaKoBKK, LLO
He KOHTaKTye 3 roTOBMM NiKapCbkuM 3acobom
- BUOAneHHs 3'€MHOI NiACTaBKN 3 KAPTOHHOI
KOpOGKM, 3 BiANOBIOHUMYK 3MiHaMK Y p.
«YnakoBka»; 3miHu Il Tuny - 3amiHa y
NEePBUHHIN yNakoBLji FOTOBOrO NikapCbKoro
3acoby - 3MiHa siKicCHOro cknagy nepBUHHOT
ynakoBku; 3miHu Il Tuny - 3MiHW 3 SKOCTi.
[oToBWMI Nikapcbkuin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHUiA 3aci6 (iHLi
3MiHW) - BBEAEHHS [0AaTKOBOI BUPOOHMYOT
AinbHWUI Ans ctepunisauii Ty6 meTogom
rama onpomiHioBaHHs1. BBegeHHs1 3mMiH
npotarom 6-tu micauiB nicns
3aTBEepPAKEHHSA

3a
peuenmom

UA/9379/01/01

23.

FEMUUBIH

niodpinisat ons po3ynHy
ans iHdysivi no 200 wmr,

1 donakoH 3

Aktasic rpyn AT

Icnangis

CivgaH ®apma
CPJ1, PymyHis;
AxTagic Itanis

PymyHis/
ITanisa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu | TNy - 3MiHW B IHCTPYKUIi Ans

3a
peuernmom

UA/7994/01/01
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[IponoBxeHHs nonarka 3

Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
niodpinizatom y C.n.A,, Itania MELMNYHOro 3acToCyBaHHs y p. "BUpo6HUMK",
KapTOHHIl kopobui "MicuesHaxomkeHHs BUpOOHUKa Ta Moro
agpeca Micus NpOBaMKEHHN AiSnbHOCTI" Ta
BUINyYeHHS p. "3asBHuKa" Ta
"Micue3HaxomkeHHs 3asiBHMKa Ta/abo
npeacTaBHUKa 3asBHUKA". BBeAeHHSA 3MiH
npotaArom 6-Tu micauiB nicns
3aTBEepPAKEHHSA
24. FEMUMBIH niodinisaTt Ana po3ynHy AxTtasic rpyn AT Icnangis Civgan ®apma PymyHia/ BHECEHHS 3MiH A0 peecTpauiiHnX 3a UA/7994/01/02
ans iHdysini no 1000 wmr, CPI, PymyHis; ITanis matepianis: peuenmom
1 conakoH 3 AxTasic Itania 3MiHuM | TRy - 3MiHW B IHCTPYKUIiT Ans
niodiniaatom y C.n.A, Itania ME[NYHOro 3aCTOCyBaHHs y p. "BUpo6HMK",
KapTOHHIl kopobui "MicuesHaxomkeHHs1 BUpoOHUKa Ta noro
agpeca Micus NpoBamKeHHs AisnbHOCTI" Ta
BUITyYeHHS p. "3asBHuKa" Ta
"Micue3HaxookeHHs 3asiBHMKa Ta/abo
npencTaBHuKa 3asiBHVKA". BBeaeHHA 3MiH
npoTsarom 6-tn micAuiB nicna
3aTBEpPAKEHHSA
25. FEMUMBIH niodinisaTt Ana po3ynHy AxTtasic rpyn AT Icnangis CivgaH ®apma PymyHis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/7994/01/03
ans iHdysin no 2000 wr, CPI, PymyHis; ITanisa marepianis: peuenmom
1 conakoH 3 AxTasic Itania 3MiHuM | TRy - 3MiHW B IHCTPYKUIiT Ans
niodiniaatom y C.n.A, Itania ME[NYHOro 3aCTOCYBaHHs y p. "BUpo6HMK",
KapTOHHIN kopobLi "Micue3HaxoaeHHs BUpobHuvKa Ta oro
agpeca Micusi NPOBaMKEHHA AisnbHOCTI" Ta
BUIyYeHHS p. "3asBHuKa" Ta
"MicuesHaxoneHHs 3asiBHVKa Ta/abo
npencTaBHuKa 3asiBHVKA". BBeaeHHA 3MiH
npoTtsarom 6-tn micAudiB nicna
3aTBepAXKEeHHSA
26. FEPMNEBIP® Tabnetku no 200 mr no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/2466/03/01
10 TabneTok y 6nictepi, "KviBmegnpenapa "KviBmegnpenapa matepianis: 3minu Il Tuny - 3miHn WwWoao peuenmom
no 2 6nictepu B nayui T T 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.

BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAA4i peecTpaLiiHOro nNocBiaYeHHs,
BKNtoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
[OAATKOBMM AaHWMMU, L0 MaloTb
HaJaBaTMCS KOMMETEHTHUM OpraHom,
OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHUM OpraHom) BukoHaHHs
30608's13aHb BiANOBIAHO A0 NianyHKkTy 1.13
nyHKTY 1, NignyHkTy 2.3 nyHKTY 2 goaatky 15
o lNMopsaky NpoBeAeHHS ekcrnepTnan
peecTpaLiiHux MaTepianiB Ha nikapcbkKi
3acobu, Lo NoAalTbCs Ha AepKaBHY
peecTpauiio (NnepepeecTpalliio), a Takox
eKcnepTu3n marepianis Npo BHECEHHS 3MiH
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

[0 peecTpauiiHux MmaTepianis npoTarom aii
peecTpauiiHoro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460).

27.

FEPNEBIP®

Tabnetku no 400 Mr no
10 TabneTok y 6nictepi,
no 1 Gnictepy y nauyui

NAT
"Kuismegnpenapa
™

Ykpaina

MNAT
"KniBmegnpenapa
™

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
matepianis: 3miHu Il Tuny - 3miHn wWopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(u) fo 3060B'A3aHb Ta
YMOB BMAaYi peecTpauinHoro nocsigvyeHHs,
BKIoyatoum MNnaH ynpasniHHS puankamm
(3acTtocyBaHHSA 3miH(n), Aki(a) BUMaraoTb(€)
noAanbLUIoro obrpyHTyBaHHA HOBUMM
[00aTKOBUM AaHUMM, LLO MaloTh
HafaBaTNCs KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMaraeTbCsi CyTTEBA OLIHKa
KOMNETEHTHUM OpraHom) BukoHaHHs
3060B'A3aHb BigNoBiaHO A0 nignyHkTy 1.13
nNyHKTY 1, NignyHKTy 2.3 NyHKTY 2 gogaTky 15
o MNopsaky NpoBeAEHHS eKkcrnepTuan
peecTpauinHMX MaTepianis Ha nikapcbki
3acobw, Lo NoaarTbCA Ha AepXaBHY
peecTpaLiio (nepepeecTpalLito), a Takox
eKkcrnepTnan mMartepiarnis NPO BHECEHHS 3MiH
00 peecTpauiiHux MaTepianis NpoTarom Aaii
peecTpaLinHOro NocBig4YeHHs,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460).

3a
peuernmom

UA/2466/03/02

28.

rmiMeniPvg IHOAP

Tabnetkn no 2 mr no 10
Tabnetok y 6nictepi; no
3 Bnictepu y navui 3
KapTOHY

MpAT «Io
BUPOGHMLTBY
iHcyniHiB «IHOAP»

Ykpaina

MpAT «[Mo
BMPOGHMLUTBY
iHcyniHiB «IHOAP»
(BUpOOHMLTBO 3
nakyBaHHs in bulk
dipmu IHoOKO
Pewmepis IlTa,
IHAais)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn wWopno
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsay.
BHeceHHs abo 3miHa(n) Ao 3000B'A3aHb Ta
YMOB BMAaYi peecTpaLinHOro NoceigvyeHHs,
BKItoYatouu MnaH ynpasniHHS pusukamm
(3acTtocyBaHHA 3miH(n), Aki(a) BUMaraTb(€)
noAanbLUoro obrpyHTyBaHHA HOBUMMN
[00aTKOBUM AaHUMM, LLO MaloThb
HafaBaTMCs KOMMETEHTHUM OpraHoMm,
OCKiNbKM BUMaraeTbCsi CyTTEBA OLIiHKa
KOMMNETEHTHWUM OpraHom) - BukoHaHHs
3000B'A3aHb BiAMOBIAHO A0 NianyHKTY 1.8.2
nyHkTy 1.8 gogatky 5 go MNopsagky
NpoBefeHHsI eKCnepTn3n peecTpauiiHux
marepianiB Ha nikapcbki 3acobu, wo
noJaloTbCs Ha AepXaBHYy peecTpaLiio
(nepepeecTpaLiio), a TakoX ekcnepTusn
MaTepiarniB Npo BHECEHHS 3MiH 40
peecTpaLiiHX MaTepianis NpoTsrom aii

3a
peuernmom

UA/15940/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

peecTpauiiHoro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

29.

rmMeniPng IHOAP

Tabnetkn no 3 mrno 10
Tabnetok y 6nictepi; no
3 Bnictepu y nayui 3
KapTOHY

MpAT «lo
BMPOBOHMLTBY
iHcyniHiB «IHOAP»

Ykpaina

MpAT «[Mo
BMPOOHMLTBY
iHcyniHiB «IHOAP»
(BUPOOHMLTBO 3
nakyBaHHs in bulk
ipmun [HOoKO
Pewmegpis Il1g,
IHgis)

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
maTtepianis: 3miHu Il Tuny - 3MiHn WwWoao

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

BHeceHHs abo 3miHa(1) 0o 3000B'A3aHb Ta
YMOB BMAayi peecTpaLinHOro NoceBigveHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3miH(K), siki(a) BUMaraoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
004aTKOBMM AaHWMMU, Lo MaoTb
HagaBaTUCst KOMMETEHTHUM OpraHoMm,
OCKiNbKM BUMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHNM OpraHoMm) - BukoHaHHsi
3060B'aA3aHb BiANoBIiAHO 40 NianyHKTy 1.8.2
nyHkTy 1.8 popatky 5 go MNopsaaky
NpoBeAEHHS eKCNepPTU3N peecTpauiiHnx
MaTepianie Ha nikapcbki 3acobu, Lo
NoAaTbCA Ha AepPXKaBHY pPeecTpalLliio
(nepepeecTpalilo), a TaKoX eKcnepTnau
marepianis Npo BHECEHHS 3MiH 4O
peecTpauinHMx MaTepianis NpoTArom Aii
peecTpaLinHOro NocBig4eHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

3a
peuenmom

UA/15940/01/02

30.

rmiMeniPva IHOAP

Tabnetku no 4 mrno 10
Tabnetok y 6nictepi; no
3 Bnictepu y nayui 3
KapTOHY

MpAT «Io
BMPOBHMLTBY
iHcyniHiB «IHOAP»

Ykpaina

MpAT «[Mo
BMPOGHMLTBY
iHcyniHiB «IHOAP»
(BUpOOHMLTBO 3
nakyBaHHs in bulk
dipmu IHoOKO
Pewmegpis Il1g,
IHais)

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3MiHK WwWono
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(n) Ao 3000B'A3aHb Ta
YMOB BMAA4i peecTpaLiiHOro noceBig4YeHHs,
BKItoyatouu MNnaH ynpasniHHS pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
[00aTKOBUM AaHUMM, LLO MaloTh
HaJaBaTMCA KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMaraeTbCs CyTTEBA OL{iHKa
KOMMNETEHTHWUM OpraHom) - BukoHaHHs
3060B's3aHb BiANOBIAHO A0 NianyHKTy 1.8.2
nyHkTy 1.8 nopatky 5 go Mopsaaky
NpoBeeHHsI eKCnepTn3n peecTpauiiHux
maTepianis Ha nikapcbki 3acobu, Lo
NoAalTbCA Ha AepPXKaBHY peecTpalLliio
(nepepeecTpaLiio), a TakoX ekcnepTnan
MaTepiarnisB Npo BHECEHHS 3MiH 40
peecTpauinHMX MaTepianis NpoTAroM Aiji
peecTpauinHOro NoceBigvyeHHs,

3a
peuenmom

UA/15940/01/03




14 [IponoBxeHHs nonarka 3
Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)
31. OEKCHUTIAHT® Kancynu 3 Takena CLLA BUPOBHMLUTBO Anonis/ BHECEHHS 3MiH [0 peecTpauiiHuX 3a UA/13660/01/01
MoaundikoBaHNM dapmacbioTikanc Hepo3dacosaHoi Ipnangis/ marepianis: peuenmom
BMBINbHEHHAM TBEpAi Mo CLUA, IHk. npoaykuii: Takega ITanis BUMPABIIEHHS TEXHIYHOI NOMUIKM Y MeToAax
30 wmr, no 14 kancyn y dapmachkioTikan KOHTPOIMIO SIKOCTi Npu nepeknagi iHpopmauii
Gnictepi; no 1 abo no 2 Komnani fimiten, maTepianis peecTpauifiHoro 4ocke (Po3ainu
6nictepu B KapTOHHil AnoHis; 3.2.P.5.1-2), a came y Kputepisix
KopobLi BUPOBHMLUTBO NPUAHSTHOCTI y cneumdikauii Ta MeTogax
Hepo3adacoBaHol KOHTPOJIO 3a NokasHUkom «Onucy
NpoAyKLii:
Takena IpnaHaia
JIta, lpnaHais;
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1, 403Bin
Ha BUMNYCK cepil:
Dendapm Hosapa
C.p.n., ITanis
32. | OEKCINAHT® Kancynm 3 Takepa CLWA BMPOGHMLTBO Anowia/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13660/01/02
MoandikoBaHUM dapmacsbloTikanc Hepo3dgacoBaHol Ipnangis/ MaTepianis: peuenmom
BUBINbHEHHAM TBEPAi Mo CLA, IHk. npoaykuii: Takega ITanis BUMPABIIEHHS TEXHIYHOI NOMUITKM Y MeToAax
60 mr, no 14 kancyn y dapmacbioTikan KOHTPOIMIO SKOCTi Npw nepeknagi indpopmauii
6nicTepi; no 1 abo no 2 Komnani fimiten, maTepianis peecTpauifiHoro Jocke (po3ainu
Gnictepn B KapTOHHIN AnoHis; 3.2.P.5.1-2), a came y kpuTepisx
Kopoo6ui BMPOGHMLTBO NPUAHATHOCTI y cneundikauii Ta meTogax
Hepo3dacosaHoi KOHTPOIO 3a NokasHMkoM «Onumcy»
NpPOAyKLi:
Takena lpnaHgis
Ita, Ipnangis;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs1, 103Bin
Ha BUMYCK cepii:
Hendapm Hosapa
C.p.n., ITanis
33. ODEKCNAHTEHON pignHa abo TOB "TK YkpaiHa BAC® CE Himeuyunna BHECEHHS 3MiH O peecTpaLiiHnX - UA/13967/01/01
HaniBKkpucTanivyHa "ABPOPA" marepianis: 3miHu 3 skocTi. CepTudikar

peyoBUMHa (CybCcTaHLUist)
y MeTaneBux
KOHTenHepax Ans
BUPOGHMLTBA
HECTepPUIIbHUX
nikapcbkux 3acobis

BignosigHocTi/lE-cepTudikat BignosigHoCTi
€Bponenickki hapmakonei/MoHorpadii.
MopaHHsa HoBoOro abo OHOBMNEHOTO
cepTudikaTa BignosigHOCTi abo BUNyYeHHs
cepTudgikaTa BignoBigHOCTi €Bponeichbkii
capmakonei: gna A®l; gnsa BuxigHoro
maTepiany/peareHTy/npoMiKHOrO NpPoaykKTy,
LLI0 BUKOPUCTOBYHOTLCS Yy BUPOOHNLTBI ADI;
ONsi JOMOMIXXHOI peqoBuHU (cepTudikaT
BignoBigHocTi €Bponencekii hapmakonei) -
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Kpaina

[IponoBxeHHs nonarka 3

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

peecmpauiliHo2o

Homep

n/n

Ne Hasea nikapcbko20

3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

OHoBneHwuin cepTudikar Big yxe

noceid4yeHHs1

Csicc

IHAis

2006-233-Rev 01 (3aTBepaxeHo: Ne R1-CEP

3aTBEPKEHOr0 BUPOBOHUKa - ModaHHSA
OHOBMEHOro cepTudikarta BignoBiAHOCTI
€Bponeicbkin dapmakonei Ne R1-CEP

2006-233-Rev 00) ons Aito4oi pevoBuHu
[EKCNaHTEHON Bif BXe 3aTBEPO)KEHOrO
BupobHmka BAC® CE, HimeuunHa 3
BiANOBIgHMMY 3MiHaMK Y cneumdikauii Ta
meTogax koHTponto A®I 3a n. «CynposigHi
OOMILLIKW», BUNYYEHHs n. «Baxki meTanny,
3MiHM Y TepMiHi 36epiraHHs, 3okpema
[OOMOBHEHHSIM Nnepioay NepeKkoHTPOIo
(3aTBepmxeHo: 5 poki; 3anponoHoBaHo:
Mepioa nepekoHTponio 12 micauis) Ta 'y p.
«YnakoBka (3aTBepaKeHO: B MeTaneBux
6ouykax; 3anponoHoOBaHoO: y MeTaneBux
KOHTelHepax)
BHECEHHS 3MiH 40 peecTpaLiiHmX

peuernmom

3a

UA/15338/01/01

34. | AEHI3NO

NMOPOLLIOK ANS PO34NHY
onainekyimno1r, 1
dNaKkoH 3 MOPOLLKOM Y
KopobLi 3 KapTOHY

BITA CAH NTA

BenukobputaH
ia

MepeHTepanc
Tta.

Csicc

IHAis

MaTepianis:
3MiHm |l Tuny - 3miHn wopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAaA4i peecTpaLiiHOro NoceBiavYeHHs,
BKItoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
noAanbLIoro o6rpyHTyBaHHS HOBUMM
[04AaTKOBUM AaHWMMU, Lo MalTb
HagaBaTUCst KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHsi
3060B'a3aHb BiANoBiAHO 0 nignyHkTy 1.8.2
nyHkTy 1.8 popatky 5 go Mopsaaky
NpoBeAEHHS eKCNepTU3N peecTpauiiHnx
marepianis Ha nikapcbki 3acobu, Lo
NoAaTbCA Ha AePXKaBHY peecTpalliio
(nepepeecTpalilo), a TaKoX eKcnepTnaun
MaTepiarnis Npo BHECEHHS 3MiH A0
peecTpauinHMX MaTepianis NpoTAromM Aiji
peecTpaLinHOro NocBigvYeHHs,
3aTBepakeHoro Hakazom MOS3 Big
26.08.2005 Ne 426 (y penakuii Hakazy MO3
Big 23.07.2015 Ne 460)
BHECEHHS 3MiH 0 peecTpauinHmx

3a

UA/15264/01/01

35.

OEHILE®

NMOPOLLIOK ANSI PO34UHY
onsivekuinno 1, 1

pNaKkoH 3 NMOPOLLKOM B
KOpOoOGLi 3 KapTOHY

BITA CAH NTA

BenukobputaH
i

MepeHTepanc
T,

marepianis:
3MiHu Il Tuny - 3miHn Wwopno
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BreceHHs abo 3miHa(1) Ao 3060B'A3aHbL Ta

YMOB BMAaYi peecTpaLinHoro NoceigvyeHHs,

peuernmom
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTtocyBaHHs 3miH(K), Ski(a) BUMaraoTb(€)
nogarnbLIoro 06rpyHTyBaHHS HOBUMM
[04AaTKOBMM AaHWMMU, Lo MaloTb
HagaBaTUCst KOMMETEHTHUM OpraHoMm,
OCKibKN BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHNM OpraHoMm) - BukoHaHHs
3060B'sA3aHb BiAMOBIAHO A0 NianyHKTYy 1.8.2
nyHkTy 1.8 gogatky 5 go Mopsaky
npoBeAeHHs eKCNepTu3n peecTpauiiHnx
MaTepianie Ha nikapcbki 3acobu, Lo
noaarTbCsa Ha OepKaBHY peecTpalLliio
(nepepeecTpalilo), a TaKoX eKCnepTnaun
marepianis Npo BHECEHHS 3MiH 40
peecTpauinHMx MaTepianis NpoTArom Aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)

36.

OEPMA30MN®

wamnyHb, 20 mr/mn in
bulk: Ne 240: no 50 mny
bnakoHi, KpuLieyka
AKoro obTArHyTa
MNMiBKOBOI OBOOHKOI;
no 240 dnakoHis B
KapTOHHIN ynakosLi; in
bulk: Ne 96: no 100 mny
rakoHi, kpueyka
AKOro obTArHyTa
NMiBKOBOI OBOOHKOI;
no 96 cpnakoHis B
KapTOHHIN ynakoBLj

KYCYM
XENTXKEP NBT
nTa

IHgia

KYCYM
XENTXKEP MNMBT
nTA

IHAis

BHECEHHS 3MiH 40 peecTpaLiiHmX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
["oToBMI Nikapcbkmit 3acib. Cuctema
KOHTeWHep/3aKkynoptoBarnbHui 3aci6. 3miHa
OyAb-9KOi YaCTUHN MaTepiany NepBUHHOI
YNakoBKM, LLIO HE KOHTaKTy€e 3 rOTOBUM
nikapcbknm 3acobom (Hanpuknag Konip
KPULLEYOK 3 KOHTPONEM MepLUIoro BiAKPUTTS,
KOMip KOAOBUWX Kineub Ha amnynax,
KOHTelHepa Ans ronok (pisHi Buan
nnactmacw) (3miHa, sika He BMnnBae Ha
KOPOTKY XapaKTepUCTMKY NikapCbKoro
3acoby) BHECEHHS 3MiH o p. 3.2.P.7.
CuncTema KoHTenHep/3aKynoproBanbHUi
3acib y 3B’s13Ky 3 HAHECEHHSIM MNiBKOBOI
060MO0HKM Ha KpULLeYKy dnakoHa
(3aTBepakeHO nakoHi, O6TArHyTI
nniBkoBot 060MOHKO), 3 BiANOBIAHNMM
3MiHamu y p. «YnakoBka». BBegeHHs 3MiH
NpoTArom 6 MicALIB Micnsi 3aTBEPAXKEHHS.

UA/12479/01/01

37.

OEPMA30MN®

wamnyHb, 20 mr/mn no 8
Mn y cawwe; no 20 cawe
B KapPTOHHII yrnakoBL;
no 50 mn a6o 100 mn y
dnakoHi, kpueyka
SIKOro OBTArHyTa
NMiBKOBOIO OBOMOHKOIO;
no 1 dnakoHy B
KapTOHHIN yrnakoBLii

KYCYM
XENTXKEP NBT
nTa

IHaisa

KYCYM
XENTXKEP MBT
nTh

IHAinA

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHuiA 3acit. 3miHa
Byab-sKOi YaCcTUHU MaTepiany NepBUHHOT
YNaKoBKM, LLO HE KOHTaKTY€e 3 FOTOBUM
nikapcbknM 3acobom (Hanpuknag Konip
KPULLIEYOK 3 KOHTPOSIEM NEPLLOro BiAKpUTTS,
Konip KOAOBUX KineLp Ha amnynax,
KOHTelHepa Ans ronok (pisHi Buan

6e3
peuyenma

UA/6725/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

nrnactmacw) (3miHa, sika He BNMBae Ha
KOPOTKY XapaKTepuCTMKY NikapCbKoro
3acoby) BHECEHHS 3MiH o p. 3.2.P.7.
Cuctema KoHTenHep/3akynoptoBanbHUN
3acib y 3B’s13Ky 3 HAHECEHHSIM MNiBKOBOI
060M0HKM Ha KpULLeyKy dnakoHa
(3aTBepmkeHO ddnakoHi, O6TArHyTI
nniBkoBol 060MOHKO), 3 BiAMNOBIAHNMU
3MiHaMu y p. «Ynakoska». BBegeHHs amiH
NpoTSArom 6 MicsLiB nicnsi 3aTBEPAXKEHHS.

38.

39.

OWKNOCAH

renb no 40 ry Ty6i, no 1
Ty6i y mayui 3 KapToHy

NAT
"My6Hncbapm"

YkpaiHa

NAT
"ITy6Hndpapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHMX
marepianis:
3MiHu |l TUNy - BBeAeHHA A0AaTKOBOroO
BMpo6HMKa AP| (Kucnotu HikoTMHOBOI)

6e3
peuenma

UA/5712/01/01

ANDII030N®

PO34MH ANs iHdy3in, 2
mr/mn no 100 mn y
NNAWLUi CKNsHin; no 1
nnswui B nayui

MAT "Tanunudpapm”

Ykpaina

MAT
"Tanuucapm”,
Ykpaina; TOB

dipma
"Hosogapm-
BiocnHTes",
Ykpaina

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHm |l Tuny - 3miHn wopao

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.

BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAa4i peecTpaLiiHOro NoceBiavYeHHs,
BKNtoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaratoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
[0AATKOBMM AaHWMMU, L0 MaloTb
HaJaBaTMCA KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHs
30608's13aHb BiANOBIAHO 40 NianyHKTy 1.13
nyHKTY 1, NignyHkTy 2.3 nyHKTY 2 gopatky 15
Ao lMopsaky NpoBeAeHHS ekcrnepTnan
peecTpauiiHux MaTepianiB Ha fikapcbki
3acobu, Lo NoJalTbCA Ha AepXKaBHY
peecTpaLiio (nepepeecTpadiio), a Takox
eKcnepTusn marepianis NPo BHECEHHSA 3MiH
00 peecTpauiiHux maTepianis NnpoTarom Aii
peecTpaLiiHOro NOCBigYEHHS,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)

3a
peuernmom

UA/11674/01/01

40.

AIA30NIH®

Tabnetk no 0,1 rno 10
TabneTtok y 6nictepi; no
1 abo 2 6nictepn y
navui

MAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHnx
marepianis:
3MiHu | TUNY - 3miHa y meTogax
BUNpobyBaHHs 3a T. "MikpobionoriyHa
yuctoTa" - BUNy4eHo onmMc METOLMKM; 3MiHu |
MMy - 3MiHa y MeToaax BUNpobyBaHHS
roTOBOro fikapcbkoro 3acoby (ans
NpVBEAEHHSN Y BiANOBiAHICTL 3 AdY abo
€BponencbKo hapmakoneeo Ta BUNy4YeHHs

NOCWMNaHHS Ha 3acTapinui BHYTPILLHIA MeToq

6e3
peuenma

UA/0270/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

BUNPOOYBaHHS i KOro HoMep) - 3miHa y
mMeToAdax BUNpobyBaHHs 3a T.
"MikpobionoriyHa yicToTa" - BUNy4eHo onvc
MEeTOAMKM; 3MiHu Il TUNY - BBEAEHHS
[04aTKOBOro BUpoOHMka A

41.

OIA30NIH®

Tabnetku no 0,05 r no
10 TabneTok y 6nictepi;
no 1 abo 2 6nictepu y
nayui

MAT "®apmak”

Ykpaina

MNAT "®apmak”

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis:
3MiHu | TUNY - 3miHa y MeToaax
BMNpobyBaHHs 3a T. "MikpobionoriyHa
yuctoTa" - BUNy4eHo onmuc MeTOAMKMU; 3MiHu |
MRy - 3MiHa y meToax BUNpobyBaHHS
roTOBOro MikapcbKoro 3acoby (Ans
npuBeaeHHs y BignosigHicTb 3 1Y abo
€BponencbKolo hapmakoneeto Ta BUNyYeHHs
NOCUNAaHHA Ha 3acTapinuii BHYTPILLHIN MEeTOA
BUNpPoOYBaHHS i KOro HoMep) - 3miHa y
mMeToaax BUNpobyBaHHA 3a T.
"mikpobionoriyHa yicToTa" - BUNy4eHo onmc
METOAMNKM; 3MiHu Il TUNY - BBEAEHHS
[04aTKOBOro BUpoGHMka Al

be3
peuenma

UA/0270/01/02

42.

OPOTABEPUH
®OPTE

Tabnetku no 80 mr in
bulk: no 9000 a6o 15000
Tabnetok y
KOHTeWHepax
nnacTmMacoBux

ToBapwucTtBo 3
obmexeHot
BignoBiganbHIiCTO
"OocnigHuii 3aBog
"rHunc"

Ykpaina

ToBapucTBo 3
obMeXxeHo
BiANOBIgANbHICTIO
"[locnigHuin 3aBog
"rHYUnc"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHM | Tuny - 3mMiHa napameTpis
cneuudikauin Ta/abo JOMYCTUMUX MEX
roTOBOrO fikapcbKoro 3acoby (BUny4eHHs
He3Ha4Horo nokasHuka (Hanpuknag
3acTapinoro nokasHuka, Takoro sk 3anax Ta
cMak, abo ineHTudikauis 6apBHUKIB Y
CMakoBuX f06aBOK)) - BUNyYEHHS NOKa3HUKa
«CTupaHicTb» 3i cneundikauii Ta
aHaniTM4HOI METOOUKN 3a AaHUM
NMOKa3HWKOM

UA/12184/01/01

43.

OPOTABEPUH
®OPTE

Tabnetkn no 80 mr no 10
abo 20 TabneTok y
6nictepi, no 1 abo 2
6nictepn no 10
Tabnetok abo 1 6nictep
no 20 TabneTok B
KOpobLi 3 KapTOHY

ToBapwucTtBo 3
obMmexeHo
BiAnoBiganbHIiCcTO
"OocnigHuii 3aBog
"rHunc:

Ykpaina

BCi cTaaii
BUPOGHMLTBA,
KOHTPOMb SKOCTI,
BUNYCK cepii:
TosapucTBo 3
obMexeHow
BiANOBiganbHICTHO
"[locnigHuin 3aBog
"THUC",
YkpaiHa; BCi cTagii
BUPOGHMLTBA,
KOHTPOSb SIKOCTI,
BMNYCK cepii:
TosapucTBo 3
obmMexeHow
BiANOBiganbHICTHO
"®apmaueBTnYHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
maTepianis:
3MiHM | Tny - 3mMiHa napameTpis
cneuudikauin Ta/abo 4OMyCTUMUX MeX
roTOBOrO fikapcbKoro 3acoby (BUny4eHHs
He3Ha4HOro nokasHuka (Hanpuknag
3acTapinoro NokasHuka, Takoro sk 3anax Ta
cMak, abo ineHTudikauis 6GapBHUKIB Y
CMakoBuX 06aBOK)) - BUNyYEHHS NMOKa3HUKa
«CTupaHicTb» 3i cneymdikauii Ta
aHaniTM4HOI METOOUKN 3a AaHUM
NMOKa3HMKOM

bes3
peuenma

UA/10344/01/02




19 [IponoBxeHHs nonarka 3
Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
KOMnNaHis
"3popos'sa”,
YKpaina
44. | OYBA KOPA kopa no 50 rabo 100 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX bes UA/2194/01/01
naykax 3 BHYTPILLHIM dapmaueBTnyHa dapmaueBTnyHa marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI peuenma
naketom; no 1,5ry habpwuka "Biona" habpuka "Biona" 3MiHW. 3miHa HalMeHyBaHHs Ta/abo agpecu
dinbTp-nakeTi; no 20 3asiBHUKA (BnacHWka peecTpauiniHoro
inbTp-NakeTiB y nayui NnocBigYEeHHs1) 3MiHa agpecu 3asiBHMKa
45. | EKSBEMECTAH-TEBA | tabnetku, BKpUTI TeBa I13painb BMPOBOHMLTBO 3a Ipnangis/ BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/12637/01/01
NNiBKOBOK 0BONOHKOLO, dapmaueBTikan NOBHMM LIVKITOM: Xopsarisa MaTepianis: peuenmom
no 25 mr no 10 Tabnetok IHpacTpis NTA. Enp[xeH Papma 3MiHn |l Tuny - 3miHn Wwopo
y 6nictepi; no 3 IIta., Ipnaxgis; 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay.
Gnictepu B kOpoOLj BTOPUHHA BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
yrnakoBKa: YMOB BMAAui peecTpauiiHoro noceBigyYeHHs,
MinmayHT BKNtoyatoun MNnaH ynpaeniHHA pusukamm
Xenckeap N14., (3acTocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
Ipnangis; possin noaanbLIoro obrpyHTyBaHHS HOBYMM
Ha BUMNYCK cepil: [04aTKOBMM JaHNMK, LLO MatoTb
MJ1IBA XpBaTtcka HagaBaTMUCA KOMMNETEHTHUM OpraHom,
[.0.0., XopBarisa OCKiITbKN BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHUM OpraHoMm) - BukoHaHHs
3060B's13aHb BiANoBIAHO 40 NignyHKTy 1.13
nyHkTy 1 gogatky 15 go Mopsaky
NpoBeAeHHS eKCNepTn3n peecTpauiiHnx
mMaTepianis Ha nikapcbki 3acobu, Lo
NOAAaTbCA Ha AePXKaBHY peecTpaLiiio
(nepepeecTpaLio), a Takox ekcnepTnsmn
MaTepiarnis Npo BHECEHHS 3MiH A0
peecTpauinHMx MaTepianis NpoTAromM Aiji
peecTpaLiiHOro NoCBigYeHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
46. EHOXXEPUKC™-B / cycneHsis Ans iH’exuin, nakcoCmiTKnanH Benuka makcoCmiTKnsainH Benbris BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/15740/01/01
ENGERIX™-B 20 mkr/1 mn, no 1 mn (20 Ekcnopr Nimiteq BpuTtaHisa Bionogxikans C.A. matepianis: 3minu Il Tuny - 3miHn wWoao peuenmom
BAKUMWHA OAnNA Mkr) (1 gosa gns be3nekn/edeKkTUBHOCTI Ta hapmakoHarnsgy.
NMPO®INAKTUKN popocnux) Ta no 0,5 mn BHeceHHs abo 3miHa(n) fo 3060B'A3aHb Ta
BIPYCHOIO (10 mkr) (1 posa ans YMOB BUAaui peecTpauiiHoro nocBigyeHHs,
FEMATUTY B, niTen) y donakoHi; no 1, BKItoyaroun MNnaH ynpaeniHHA pusukamm
PEKOMBIHAHTHA abo 10 abo 25 cknsHUx (3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(€)

MOHOA03HUX (PraKkoHiB y
KapTOHHIl kopobui; no 1
Mn (20 mkr) (1 go3a gnsi
popocnux) Ta no 0,5 mn
(10 mkr) (1 posa ans
niTen) y nonepenHbo
HarnoBHEHOMY LUMPULL;
no 1 nonepeaHeo
HanoBHEHOMY LUMPULYY B

noAanbLIoro 06rpyHTyBaHHS HOBUMM
[04aTKOBMM A@aHNMK, LLIO MatoTb
HagaBaTUCst KOMMETEHTHUM OpraHoMm,
OCKiITbKN BUMaraeTbCs CyTTEBA OLjiHKa
KOMMETEHTHNM OpraHoMm) - BukoHaHHs
3060B's13aHb BiANOBIAHO 40 NiANYHKTY 2.3
nyHkTy 2 foaatky 15 o Mopsaaky
NPOBEAEHHS EKCNEPTU3N peecTpaLliiHnX
mMarepianis Ha nikapcbki 3acobu, Lo




20 [IponoBxeHHs nonarka 3
Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
KapTOHHIl kopobui noJdalTbCa Ha AepXXaBHY peecTpaLiio
(nepepeecTpalilo), a TaKoX eKcnepTnaun
MaTepiarnisB Npo BHECEHHS 3MiH 40
peecTpaLiiHnx MmaTepianis NpoTsirom aii
peecTpauiiHoro NOCBiAYEHHS,
3aTBepaxeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)
47. ECNA-®OLIMH® NOPOLLIOK ANis Ecnapma Mu6X Himeuumna BMPOGHMLUTBO Himevuunna BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/14782/01/01
oparnbHOro po34nHy no Hepo3dacoBaHOro marepianis: 3MiHu | TUNY - AgMiHICTpaTUBHI peuenmom
3000 mr/naket, no 8 r npoaykTy, 3MiHWN. 3miHa Ha3BM nikapcbkoro 3acoby
nopotuky (3000 mr nepBUHHE 3MiHa Ha3BM MikapcbKoro 3acoby,
[itoY0i pevyoBuHN) y nakyBaHHs, (oTpuMmaHHs cBigouTBa Ha 3HaK AN ToBapis
nakerti; no 1 nakety B BTOPUHHE Ta nocnyr) 3aTBepaxeHo: Ecna-cgoumH,
KapTOHHIN ynakoBLii nakyBaHHs, Espa-focin
KOHTPOMb AKOCTI, 3anponoHoeaHo: Ecna-counH®, Espa-
BUNYCK cepii: focin®. BBeaeHHsi 3MiH npoTarom 6-Tu
Ningodapm Mv6X, MicaUiB Micnsa 3aTBepAXeHHSA. 3miHu | Tuny -
HimeuuuHa; 3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3acib.
BTOPUHHE Onwc Ta cknag (iHwWi 3MiHK) 3miHa Ha3BwK
nakyBaHHs: nikapcbkoi gpopmun. BBeaeHHs 3MiH MPOTArom
ecnapma ®apma 6-Tn MicALiB Nicns 3aTBEPOXKEHHS.
Cepsgices 'M6X,
HimeuumnHa;
BTOPUHHE
nakyBaHHsi:
HOHiTakc
dapmanoKicTik
'M6X, HimeuynHa
48. | EXIHALEI HacTovika no 50 mn y MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX bes UA/0363/01/01
HACTOUKA dnakoHi; no 1 dpnakoHy dapmaueBTUYHA dapmaueBTNYHa matepianis: 3miHu | Tuny - AaMiHicTpaTMBHI peuenma

B mayui; no 50 mny
dnakoHax

dabpvka "Biona"

abpvka "Biona"

3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
3as1BHMKA (BMacHMKa peecTpaLiiHoro
NocBiYeHHs1) 3MiHa agpecy 3asiBHKKA.
BBegeHHs 3miH npoTarom 3-Xx MicauiB nicns
3aTBEPOKEHHSI.
3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NPOBaXXEHHS QiSANbHOCTI
BUPOGHKKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMOYa4u AinbHUL BUNYCKy cepil
abo micLe npoBeAeHHs1 KOHTPOSTKO AKOCTI.
(misnbHicTb, 3a sy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKYM BUMYCK
cepin) 3miHa agpecy BMpobHuka MpAT
dapmaueBTnyHa pabpuka "Biona", YkpaiHa,
6e3 3miHM Micusi BUpobHuLTBa: BBEAEHHS
3MiH NpoTArom 3-Xx micsauiB nicns
3aTBEPOKEHHS.
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

49.

SUMNPEKCA®

TabneTkn, BKPUTI
nniBkoBO 060NOHKOI,
no 5 mr no 7 Tabnetok B
Gnictepi; no 4 Gnictepn
B KAPOTOHHIN ynakosLii

Ninni C.A.

IcnaHia

BupobHMLTBO
roToBOI NiKapCbKoi
dopmu:
Ninni gene Kapibe
IHK., CLUA;
BnpobHuuTBO 3a
NMOBHUM LIUKITOM:
Ninni C.A., IcnaHisi

CLUA/ IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiHnX
marepianis: 3MiHu | TUNY - AOMiHICTpaTUBHI
3MiHW. 3miHa HalMeHyBaHHs Ta/abo agpecu

MicLS NpOBaaXXeHHS OisNbHOCTI
BUPOGHMKa/iMnopTepa rotToBOro nikapcbkoro
3acoby, BKNovaoum AinbHULI BUMYCKy cepii

abo MicLe NnpoBeaeHHs! KOHTPOSHO SKOCTI.

(misnbHicTb, 3a AKy Bignosigae

BMPOOHWK/iIMNOpTep, BKMHOYaOYM BUMYCK
cepin) 3miHa agpecu BupobHwvka M3 Jlinni
C.A., 6e3 3MiHK MicLsa BUPOOHULTB.
BBeneHHs 3miH npoTsarom 3-x MicauiB nmicnsi
3aTBepOKEHHS. 3MiHu | Tuny -
ApMmiHicTpaTuBHi 3aMiHW. 3MiHa
HanimMeHyBaHHA Ta/abo agpecu 3asiBHUKA
(BnacHuka peecTpaLiiHOro NOCBiAYeHHS)
3miHa agpecy 3asiBHMKa. BBegeHHs 3MiH
NpOTArom 3-X MICALIB MiCNsi 3aTBEPAXKEHHS.
3miHu Il TUny - 3miln wopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
IHCTPYKUiT ANS MeAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBYMMW JA@HUMWU 3 SIKOCTI,
LOKMIHIYHUMU, KMiHIYHUMW AaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy
3MiHM BHeCeHo [0 IHCTpyKLii ons meguyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao
po3ainis "®apmakonoriyHi BnacTnsocTi”,

"OcobnuBocTi 3acTocyBaHHA",

"3acTocyBaHHs y nepiog BariTHOCTi abo
rogysaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta po3un", "MobiuHi peakuii”. BBeaeHHs 3MiH
npoTArom 3-X MicsaUiB nicns 3aTBEpAXXEHHSs!

3a
peuernmom

UA/7871/01/01

50.

SUMNPEKCA®

TabneTkn, BKpUTI
nniBKkoBOI 0BOMOHKOIO,
no 10 mr no 7 TabneTok
y 6nicTepi; no 4
6nicTepn B KapTOHHIN
ynakoBLi

Ninni C.A.

IcnaHia

BupobHuuTBO
roTOBOI NiKapCbKoi
copmu:
Ninni genb Kapi6e
IHk., CLLUA;
Bupo6HuuTBO 3a
NOBHUM LIMKIOM:
Ninni C.A., Icnania

CLUA/ IcnaHis

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu

Micusi NpoBaKeHHS AiSNbHOCTI
BMPOGHVKa/iMnopTepa roToBOro Nikapcbkoro
3acoby, BKMOYa4u AinbHUL BUNYCKy cepil

abo micue npoBeAeHHS! KOHTPOIO SKOCTI.

(misnbHicTb, 3a AKy Bignosigae

BMPOOHWK/iIMNOpTep, BKMHOYaO4M BUMYCK
cepin) 3miHa agpecu Bupo6Huka M3 Jlinni
C.A., 6e3 3MiHu MicLA BUPOOHULTB.
BBegeHHs 3miH npoTarom 3-Xx MicauiB nicns
3aTBEpOKEHHS. 3MiHM | Tuny -
ALMiHiCTpaTMBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu 3asiBHMKa

3a
peuenmom

UA/7871/01/02




22

[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

(BnacHuka peecTpaLiiHOro NocBiA4YeHHs)
3miHa agpecy 3asiBHMKa. BBegeHHs 3aMiH
NpOTArom 3-X MICALIB MiCNs 3aTBEPAXKEHHS.
3minu Il TMny - 3miln wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHU y KOPOTKill XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
iHCTPYKUIii NS MEAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMMW JAHUMWU 3 SIKOCTI,
LOKMIHIYHUMW, KIMiHIMHUMW gaHUMK Ta
OaHnMu 3 dpapmakoHarnsgy
3MiHn BHeceHo A0 [HCTpyKLii Ans MegnyHoro
3acTocyBaHHS nikapcbKkoro 3acoby Ao
po3ainis "®apmakonoriyHi BnacTueocTi",
"Ocob6nuBocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta po3un", "MobiyHi peakuii”. BBeaeHHs 3MiH
npoTArom 3-x MicauiB nicnsi 3aTBepaXeHHs

51.

SUMNPEKCA®

TabneTkn, BKpUTI
nniBKkoBOI 0BOMOHKOIO,
no 10 wmr in bulk: no
58000 TabneTok y
MiLLKy-BKNaauLLi i3
nonieTuneHy HU3bKol
LWiNbHOCTI BCepeauHi
MilLKa-BKnaguLua i3
namiHOBOHOI donbrn B
KapTOHHUX GapabaHax

Ninni C.A.

IcnaHia

Bupo6HuLTBO
roTOBOI NiKapCbKoi
copmu:
Ninni gene Kapibe
IHKk., CLUA;
Bupo6HuuTBO 3a
NOBHUM LIMKIOM:
Ninni C.A., Icnania

CLUA/ IcnaHis

BHECEHHS 3MiH 40 peecTpaLiiHmX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3miHa HalMeHyBaHHs Ta/abo agpecu

MicLS NPpOBaaXXEHHS OisNbHOCTI
BMPOBHMKa/iMnopTepa roToBOro Nikapcbkoro
3acoby, BKMOYa4m AinbHUL BUNYycKy cepii

abo Micue npoBeOeHHs1 KOHTPOIKO SKOCTI.

(misnbHiCTb, 3a AKky BignoBinae

BMPOGHMK/iMNopTep, BKIOYaKYX BUMYCK
cepin) 3miHa agpecu Bupo6Huka M3 linni
C.A., 6€e3 3MiHu micLsa BUPOOHULTB.
BBegeHHs 3miH npoTarom 3-Xx MicauiB nicns
3aTBepOKEHHS. 3MiHu | Tuny -
ApmiHicTpaTuBHi 3miHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLiHOro NocBig4YeHHs)
3miHa agpecu 3asiBHMKa. BBegeHHs 3MiH
nNpoTArom 3-X MicAUiB MiCNs 3aTBEPAXEHHS.
3minu Il TMny - 3miHu wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBUMMW JaHUMMU 3 SIKOCTI,
OOKMIHIYHUMM, KNiHIYHUMW AaHUMK Ta
OaHuMK 3 hapMakoHarnagy
3MiHM BHeceHo A0 [HCTpyKLii Ans megnyHoro
3acTocyBaHHs nikapcbkoro 3acoby o
po3ginis "®apmMakonoriyHi BnacTueocTi",
"OcobnuBocTi 3acTocyBaHHs",

UA/14531/01/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta go3n", "MobiuHi peakuii”. BBeaeHHs 3MiH
npoTsarom 3-x micauiB nicnsa 3aTBepAXeHHs!

52.

3UMNPEKCA®

TabneTku, BKPUTI
NMiBKOBOI OBOMOHKOIO,
no 5 mrin bulk: no
118000 TabneTok y
MiLLKy-BKNaauLLi i3
nonieTuneHy HU3bKoi
LWiNbHOCTI BCEpeauHi
MilLKa-BKnaguLua i3
NTaMiHOBOHOI (hoNbr B
KapTOHHUX B6apabaHax

Ninni C.A.

Icnanisa

Bupo6HuuTBO
roTOBOI NiKapCbKoi
copmu:
Ninni gene Kapibe
IHk., CLLUA;
Bupo6HMLTBO 3a
NOBHUM LIMKITOM:
Ninni C.A., Icnania

CLUA/ IcnaHis

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu

MicLS NpOBaaXeHHS OisNbHOCTI
BMPOBHWMKa/imnopTepa roToBoro nikapcbkoro
3acoby, BKMoYauu AinbHuUL BUNYyCKy cepii

abo MicLe npoBeaeHHs! KOHTPOSHO SKOCTI.

(misnbHiCTb, 3a AKky BignoBigae

BMPOGHMK/iMNOpTEp, BKIOYaKYM BUMYCK
cepin) 3miHa agpecu Bupo6Huka M3 Jlinni
C.A., 6e3 3MiHu micLsa BUPOOHULTB.
BBegeHHst 3MiH NpoTsarom 3-x Micauis nicns
3aTBepKEHHS. 3MiHu | Tuny -
AnMmiHicTpaTuBHi 3mMiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpaLiiHOro NocBig4eHHs)
3miHa agpecu 3asiBHMKa. BBeaeHHs 3MiH
npoTsarom 3-x MicsiliB Nicnsa 3aTBEPOXKEHHS.
3minu Il TUny - 3miln wopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
3MiHU y KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS y
3B’A3KY i3 HOBVMMW JaHUMMU 3 SIKOCTI,
LOKMIHIYHUMM, KMiHIYHUMW JaHUMK Ta
OaHuMK 3 papmMakoHarnagy
3MiHn BHeceHo A0 [HCTpyKLii Ans megnyHoro
3acTocyBaHHS nikapcbkoro 3acoby Ao
po3ainis "®apmakonoriyHi BnacTneocTi",

"OcobnuBocTi 3acTocyBaHHs",

"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta posn", "MobiyHi peakuii”. BBegeHHs 3MiH
npoTsArom 3-X MicsuiB nicnsa 3aTBepAXeHHs

UA/14531/01/01

53.

IBYNPOM

TabneTkn, BKpUTI
obonoHkoto, no 200 wmr,
no 2 tabneTku y calue;
no 10 Tabnetok B
GnicTepi; no 1 6nictepy
B KapTOHHIl kopobui; no
50 TabneTok y dnakoHi;
no 1 dnakoHy B
KapTOHHiI kopobui

KOHinao, Jn

CLA

TOB tOC
dapmadis

MNonbwa

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHK WwWono
6e3nekn/eekTMBHOCTI Ta hapMakoHarnsay.
BreceHHs abo 3miHa(n) fo 3060B'A3aHbL Ta
YMOB BMAaYi peecTpaLinHoro NoceigvyeHHs,
BKItoyatoum MnaH ynpasniHHS puankamm
(3acTocyBaHHs 3MiH(1), Aiki(a) BUMaratoTb(e)
noAanbLUIoro obrpyHTyBaHHS HOBUMM
[00aTKOBUM A@HNMM, LLO MaloTb
HaJaBaTMCs KOMNETEHTHUM OpraHoMm,
OCKiNbKM BUMaraeTbCsi CyTTEBA OLjiHKa

be3
peuyenma

UA/6045/01/01
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
KOMMNETEHTHUM OpraHoMm) - BUkoHaHHs
3060B's13aHb BiAMOBIAHO 40 NianyHKTYy 1.13
nyHkTy 1 goaatky 15 go Mopsaky
NpOoBeAEHHs eKCnepTUsn peecTpaLiiHnx
MaTepianis Ha nikapcbki 3acobu, Lo
noJatTbCs Ha AepXaBHY peecTpaLiio
(nepepeecTpaLito), a TakoX ekcnepTnan
marepianis Npo BHECEHHS 3MiH 4O
peecTpauinHmx MaTepianis NpoTarom Aii
peecTpauiiHOro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
54. IBYNPOM TabneTkn, BKpUTI lOHina6, Jn CLUA TOB HOC Monbwa BHECEHHS 3MiH 40 peecTpaLiiHMX 6e3 UA/6045/01/01
obornoHkoto, no 200 wmr, dPapmauis marepianis: peuyenma
no 2 tabneTku y calue; 3MiHK | TUNY - NOAaHHA OHOBMIEHOIO
no 10 TabneTtok B cepTudgikaTa BignoBigHOCTI €Bponeiichbkii
6nicTepi; no 1 6nictepy capmakonei Ne R1-CEP 2002-099-Rev 03
B KaPTOHHIl kopobLi; no ons gitodoi pedosuHm Ibuprofen Big Bxe
50 TabneTok y dhnakoHi; 3aTBEpAKEHOr0 BUPOBHMKA i3 3MiHOK Ha3BU
no 1 cnakoHy B Ta agpecu BnacHuka CEP
KapTOHHiI kopobui
55. | IHPAHPUKC cycneHsia (DTPa-HBV- nakcoCmiTKnsnH Benuka "makcoCmiTKnsanH Benebriga BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/16235/01/01
FEKCA™/INFANRIX IPV) ans iv’exuin no 0,5 EkcnopT limite BputaHis Bionogxikans C.A. matepianis: 3minu Il Tvny - 3miHn WwWoao peuenmom
HEXA™ Mn (1 posa) Ta 6e3nekv/edeKkTMBHOCTI Ta bapmakoHarnagy.
KOMBIHOBAHA niodinizat (Hib); 1 BHeceHHs abo 3miHa(n) Ao 3000B'A3aHb Ta
BAKUUHA ONA nonepegHLO YMOB BMAA4i peecTpaLiiHOro nNocBiaYeHHs,
NMPO®INAKTUKN HanoBHEHWN BKNtoyatoun MNnaH ynpasniHHA pusnkamm
OU®GTEPII, NPABUS, | ogHopasosuii wnpu (no (3acTtocyBaHHA 3miH(K), Aki(a) BUMaraTb(€)
KALLITIOKY 0,5 mn (1 po3sa)) y noAanbLIoro 06rpyHTyBaHHS HOBUMM
(ALUENIONAPHUNA KOMMNEKTi 3 ABOMa [00aTKOBUM JaHUMWU, LLLO MalOTb
KOMMNOHEHT), rornkamu Ta nakoH 3 HafaBaTMCS KOMMETEHTHUM OpraHoMm,
FEMATUTY B, niodinizatom (Hib) ans OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
noniomMienitTy TA 1 0o3u, Lo 3MilyoTbCst KOMNETEHTHUM OpraHom) BukoHaHHs
3AXBOPKOBAHDb, nepen BUKOPUCTAHHSAM; 3060B's13aHb BiANOBIAHO 40 NiANYHKTY 2.3
3BYAHUKOM AKUX no 1 abo no 10 nyHkTy 2 goaatky 15 o Mopsaaky
€ HAEMOPHILUS NnacT1KoBMX npoBeaeHHs eKCnepTnU3n peecTpaLiiHnx
INFLUENZAE TUNY KOHTEMHEPIB y KapTOHHIN maTepianis Ha nikapcbki 3acobwm, Lo
B KopobLi noaarTbCs Ha AepXKaBHY peecTpaLliio
(nepepeecTpaLito), a TakoX ekcnepTnan
MaTepiarnisB Npo BHECEHHS 3MiH 40
peecTpauinHMX MaTepianis NpoTAromM Aiji
peecTpaLinHOro NocBigvYeHHs,
3aTBepakeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460).
56. | KAQYET 5/10 TabneTkn, BKpUTI Mdbansep IHk. CLIA Mdbanszep Himeuunna BHECEHHS 3MiH IO peecTpauiiHnX 3a UA/5635/01/02
nniBKkoBO 0BONOHKOIO, MeHtobek1ypuHr mMarepianis: npUBeAeHHA HanUCcaHHA peuernmom

no 5 mr/10 mr, no 10

HonuneHg MbX

[03yBaHHS Nnikapcbkoro 3acoby B Hakasi
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Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

Tabnetok y 6nictepi; no
3 BnicTepun B KAPTOHHIN
KopoOLi

MO3 Ykpainu Ne 1141 Big 15.06.2018 go
3aTBepAKEHUX peecTpauinHux maTtepianis
B npoueci BHECEHHSA 3MiH (3MiHn | Tuny -
3MiHM Wwopao 6e3nekn/edeKkTMBHOCTI Ta
chapmakoHarnagy - BHeceHi y posginum:
"®apmakornorivyHi BnactueocTi”,
"MpoTunokasaHHs", "B3aemogisa 3 iHWumMmn
nikapcbknumu 3acobamu Ta iHWi BUAn
B3aemogin", "OcobnmBocTi 3acTocyBaHHsA" (y
T. 4. "3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaatw”, "3aaTHicTe BNnvMBaTh Ha
LUBMAKICTb peakLii Mpy KepyBaHHI
aBTOTPaHCMOPTOM abo iHWMMUK
mMexaHiamamu"), "Cnocib 3acTocyBaHHs Ta
po3n" (y T. 4. pegaryBaHHs iHdopmauii
po3sginy "Oitn"), "Mepeno3yBanHsA", "MobiuHi
peakuii"; 3miHu |l TMny - 3MiHKW Y IHCTPYKUIT
ANs MeQUYHOTO 3aCTOCYBaHHS - y po3ainu:
"MpoTunokasaHHs", "B3aaemogisa 3 iHwWumMmn
nikapcbknumu 3acobamu Ta iHWi BUAn
B3aemogin", "OcobnmeocTi 3actocyBaHHS" (y
T. 4. "3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaak”), "Cnocib 3actocyBaHHSA
Ta go3n". BBegeHHs 3miH npoTarom 3-x
MicsauUiB nicns 3aTBepXeHHs.). Pegakuis B
Hakasi - TabneTku, BKpUTI NiBKOBOO
obonoHkoto, no 10 mr/10 mr, BipHa pegakuist -
TabneTkun, BKPUTI MNiBKOBOIO 0BOMOHKO0, MO
5 mr/10 mr.

57.

KANIO noomn

Tabnetkn no 0,25 r, no
10 TabneTok y cTpunax;
no 10 Tabnetok y
cTpwvni; no 15 cTpunis y
nadui 3 KapToHy

MAT "MoHdapm"

YkpaiHa

MAT "MoHdapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn wWono
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(n) Ao 3000B'A3aHb Ta
YMOB BMAaYi peecTpaLinHoro noceigvyeHHs,
BKItoYatouu MNnaH ynpasniHHS pusukamm
(3acTtocyBaHHA 3miH(n), Aki(a) BUMaraTb(€)
noAanbLUIoro obrpyHTyBaHHA HOBUMMN
[00aTKOBUM AaHUMM, LLO MaloTh
HafaBaTMCs KOMMETEHTHUM OpraHoMm,
OCKiNbKM BUMaraeTbCsi CyTTEBA OLIiHKa
KOMMNETEHTHUM OpraHom) BukoHaHHs
3060B's3aHb BiAMOBIAHO A0 NiaNyHKTY 1.13
nyHKTYy 1, NignyHkTy 2.3 NyHKTY 2 gogaTky 15
o MNopsiaky NpoBeAEHHS eKkcrnepTuan
peecTpauinHMX MaTepianis Ha nikapcbki
3acobu, Lo noaalTbCs Ha AepXaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKcrnepTnsn martepianis NPo BHECEHHS 3MiH
00 peecTpauiiHnx MaTepianis NnpoTarom Agii

3a
peuernmom

UA/6190/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

peecTpauiiHoro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460).

58.

KANbLIIO
FMIOKOHAT-
OAPHULIA
(CTABINI3OBAHUN)

po3unH Ans iH'ekuin, 100
mr/mn, no 5 mn B
amnyni; no 5 amnyn y
KOHTYPHI YapyHKOBIW
ynakoBLii; N0 2 KOHTYPHI
YapyHKOBI yNaKkoBKM B
nayui; no 10 mn B
amnyni; no 5 amnyn y
KOHTYPHIV YapyHKOBIW
ynakosui; no 1 abo no 2
KOHTYPHi YapyHKOBI
yNaKoBKW B Naui

MpAT
"®apmaLeBTUYHa
dipma "OapHuug"

Ykpaina

MpAT
"®apmaueBTnYHa
cipma "dapHuua”

Ykpaina

BHECEHHS 3MiH [0 peecTpauifiHnX
marepianis:
3MiHuM | TUNY - 3MiHa y MeToaax
BunpobyBaHHa APl abo BMxigHOro
marepiany/npoMixXHOro npoAykTy/peareHTy,
LLIO BUKOPUCTOBYETBCS Y NPOLIECI
BMpoGHMUTBa ADI; cynyTHS 3MmiHa: 3MiHa Yy
napameTtpax cneuudikauin Ta/abo
[ONYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®Il, abo
BUXiAHVMN/MPOMDKHUI NpOAyKT/pearexT, Lo
BMKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
Al - BHECEHHS 3MiH Ta pefakUiiHUX NpaBoK
[0 MeTogaiB KOHTporito sikocTi A®I; amiHm |l
MMy - 3MiHa BUpPOBHUKa
BUXiAHOro/NpoMi>KHOro NPOAYKTy/peareHTy,
LLIO BUKOPUCTOBYHOTLCS Y BUPOOHUYOMY
npoueci A®Il, abo 3miHa BUpOOHHMKa
(Bkntovaroum, fe HeobxigHo, micue
NpoBeAeHHS KOHTPOno sKocTi) AdI -
BBEEHHS HOBOro BMpoGHMKa ESKAY
IODINE PVT. LTD, India gjto4oi pe4oBuHM
KanbLito NeByniHaT 3 Ha4aHHSAM MacTep-
darina Ha A®Il (DMF Applicant’s
part/DMF/EIPL/CL/010-00 04/01/2016) Ha
3aMiH 3aTBepAKEHOMY BUPOOHUKY ESKAY
FINE CHEMICALS, India. BBeaeHHs 3miH
NPOTArom 6-T MicALIB NiCNS 3aTBEPIKEHHS;
3MiHM | TUNY - 3MiHa y MeToaax
BUNpobyBaHHs rOTOBOro NikapcbKoro 3acoby;
CYNyTHS 3MiHa: 3MiHa napameTpis
cneuudikauin Ta/abo JOMyCTUMUX MeX
roTOBOrO NMiKapCbKOro 3acoby - BHECEHHSI
3MiH Ao crneundikauil Ta MeToaiB KOHTPOrO
roTOBOrO NikapcbKoro 3acoby 3a
nokasHukamu «bakTepianbHi eHOOTOKCUHU»
Ta «MexaHi4Hi BKIOYEHHS», Lo 06yMOBEHi
peAakuinHUMK nNpaBKkamu, HOPMYBaHHS 3a
OaHUMW NOKa3HMKaMu 3anmiieHo 6e3 3MiH

3a
peuenmom

UA/6589/02/01

59.

KAMNcuon

PO3YMH HALLKIpHWNA,
cnupToBui, no 100 mn
abo no 200 mn y
drakoHi; No 1 donakoHy
B nayui 3 KAPTOHy; Mo
100 mn a6o no 200 mn y

MNPAT
"OITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu Il TUny - BBEAEHHSI HOBOrO BUPOBHUKa
A®I (kucnora caniumnosa)

6e3
peuenma

UA/1046/01/01
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Ne

Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
cdnakoHi 3 Npobkoto-
KpanenbHuLeto, no 1
nakoHy 3 NpobKoto-
KpanenbHULEe y nayui 3
KapTOHY
60. | KNoniporrPeEnb TabneTku, BKPUTI TosapucTso 3 Ykpaina BCi cTagii Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/3924/01/01
0060s0HKO, Mo 75 Mr no obmexeHot BUPOOHMLTBA, matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTI. peuenmom
10 TabneTok y 6nictepi: BignoBiganbHiCcTO KOHTPOSb SIKOCTI, ["oToBMI nikapcbkuit 3acib. Cuctema
no 1 abo 2, abo 3 "OocninHwn 3aBoAa BUMYyCK cepii: KOHTeHep/3akynoptoBanbHui 3aci6. 3miHa
Gnictepu B kOpoOLi 3 "rHUnc" ToBapucTBo 3 PO3Mipy yNakoBKM FOTOBOIO NiKapcbKoro
KapTOHY obmexeHo 3acoly (BUy4eHHSs yNakoBKW NEBHOIO
BiAMOBIAAMNbLHICTIO PO3Mipy) - BUNyYEHHSI HACTYMHOTO BUAY
"[NocnigHnii 3aBog ynakoBok J13: in bulk: no 1000 TabneTok y
"THUNC", naketax; in bulk: no 6000 a6o no 1000
YKkpaiHa; TabneTok y KoHTerHepax. 3miHu | Tuny -
BCi cTagil 3MiHM 3 skocTi. FoTOBMIA Nikapcbkuii 3acib.
BUPOGHMLTBA, CucTeMa KoHTenHep/3aKynoptoBanbHUiA
KOHTPOMb SKOCTI, 3acib (iHWi 3MiHW) -
BUWMNYCK cepil: BBEJEHHS OAAaTKOBOIO TUMy NakyBaHHSA No
ToBapucTBo 3 10 TabneTok y 6nictepi, no 3 6nictepu B
obmexeHo KOpo6Li 3 KapTOHY Ha 3aTBEpPAKEHY

BignoBiganbHicTO"
SAPMEKC FPYI",
YkpaiHa;

BCi cTagil
BUPOGHMLTBA,
KOHTPOMb SKOCTI,
BUNYCK cepii:
TosapucTBo 3
obmexeHo
BignoBiganbHIiCcTIO
"®apmMaueBTnYHa
KOMNaHis
"3popos's”,
YkpaiHa

OinbHMuto BUpo6HuyTBa TOB "®APMEKC
FPYN". 3minun | Tuny - 3MiHM 3 sIKOCTi.
Ceptudpikat BignosigHocTi/lE-cepTudikat
BigMNOBIAHOCTI €EBpONENChHKIl
papmakonei/MmoHorpadii. 3miHuW, noB'aA3aHi 3
HeOoOXiAHICTIO NpUBeaEHHS Y BioNoOBIgHICT
0o MoHorpadii J®Y abo €sponencbkoi
dapmakonei, abo iHLWoi HaLlioHanbHOT
dapmakonei aepxasu €C (3miHa y
crneundikauisx, nos's3aHa 3i 3amMiHO BUMOT
MoHorpadii APY abo iHLWOi HauioHanbHOI
dapmakonei gepxasu €C Ha BUMOTY
MoHorpadii €Bponencekoi hapmakonei).
CynyTHs 3miHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTpornb JONOMiIKHMX
peyoBuH. 3miHa y MeToaax BUNpobyBaHHSA
[OOMOMiXKHOT pe4OBUHU (HE3HAYHI 3MiHW Y
3aTBEpKEHMX MeToaax BUnpobyBaHb) -
npvBeaeHHs cneuundikadii Ta meToais
KOHTPOIMIO Ha AOMNOMiXXHY PEYOBUHY
Lientonosa MikpokpucTariyHa y BianoBigHICTb
[0 BUMOT Ajtodoro BuaaHHs EP 3a
nokasHukom «MikpobionoriyHa uncroray —
3MiHeHo nocunanHs 3 OPY 1.4. Ha gitoye
BuaaHHst EP. 3miHu | Tuny - 3miHn 3 sikocTi.
[oToBWMI Nikapcbkuin 3acib. Cuctema
KOHTENHep/3akynoproBanbHuii 3acio. 3miHa
napameTpiB cneuudikauin Ta/abo
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1

O0NYyCTUMMUX MEX NEPBUHHOI YMaKoBKW
roTOBOro MikapcbKoro 3acoby (iHLi 3MiHw).
CynyTHS 3MiHa - 3MiHK 3 aKocTi. FoToBUIA
nikapcbkuii 3acib. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3aci6. 3MiHa y
mMeToaax BUNpobyBaHHS NEPBUHHOI yNakoBKW
roTOBOro MikapcbKoro 3acoby (He3HauHi
3MiHW Y 3aTBEPAXKEHNX METoAaX
BMNpobyBaHb) - cneuydikauito Ta metToam
KOHTPOIIO NepPBMHHOI ynakoBku Pornbra
anoMiHieBa Ta nniBka nonisiHiNxnopuaHa 3a
posginom «MikpobionoriyHa uncrora»
npvBeAeHo Y BiANOBIAHICTb A0 BUMOT
aitoyoro BuaaHHs OPY. 3minn | Tuny - 3miHn
3 akocTi. CepTudikat BignosigHocTi/lE-
cepTudikaT BianoBigHOCTI €BpONenchbKin
tapmakonei/MoHorpagii. 3mMiHK, NoB'A3aHi 3
HeOoOXiAHICTIO NpUBeAEHHS Y BiAMNOBIQHICT
0o MoHorpadii dY abo €Bponencbkoi
capmakonei, abo iHWOoi HalioHanbHOI
dapmakonei gepxasu €C (3miHa y
crneungikauisx, nos'ssaHa 3i amiHamu B Y,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHi dapmakonei gepxasu €C).
CynyTHs 3miHa - 3MiHK 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTponb JONOMiXHMX
peyoBuH. 3MiHa y MeTodax BUNpobyBaHHS
[OOMOMIXKHOT pe4OBUHU (HE3HAYHI 3MiHK Y
3aTBEPKEHMX MeToaax BUnpobyBaHb) -
npvBeaeHHs cneuudikauii Ta metoais
KOHTPOIIO Ha AOMOMIDKHY PEYOBUHY
Lientonosa MikpokpucTaniyHa y BianoBiaHICTb
[0 BUMOTr MoHorpadii aitoyoro BuaaHHs EP,
3MIHEHO MOCUKIaHHA Ha fitode BuaaHHs EP,
p. «Baxki MeTanu» BunyyeHo. 3minu | Tuny -
3MiHM 3 skocTi. F0TOBMIA Nnikapcbkuii 3aci6.
KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa y MeTogax BUNpobyBaHHS rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa y
3aTBepoKeHVX MeTofax BUNpobyBaHHS) -
3MiHa y MmeTogax BunpobysaHHs 113 3a
NMOKa3HUKOM «PO34MHEHHS», Y 3B'A3KY 3
npuBeaeHHSIM 40 BUMOT Ai04Oro BUAAHHS
OoY. Kputepii NpUAHATHOCTI HE 3MIHUNUCB.
3miHu | TUny - AgMiHiCTpaTuBHI 3MiHW. 3MiHa
HaiMeHyBaHHs1 Ta/abo agpecu Micus
NPOBaXeHHS QisiNbHOCTI
BMPOGHVKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKIIHOYa4u AinbHULI BUNYCKy cepii




Ne
n/n

Hasea nikapcbko20

®dopma sunycky

3asieHUK

Kpaina
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3acoby

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o

61.

KOJNAPEKC®

NOPOLLOK Ansa

"nakcoCmiTKnsanH

Benuka

abo Micue npoBedeHHs1 KOHTPOSIO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOOHWK/IMNOpTep, BKMHOYaOYM BUMYCK
cepii) - 3MiHa NOLUTOBOrO iHAEKCa
BMpOGHKKa ToBapuCTBO 3 0BMeExXeHo
BignosigansHicTio "OAPMEKC I'PYT1",
YkpaiHa . 3minu | Tuny: 3miHm 3 gkocri.
["oToBMI nikapcbkmin 3acib. Cuctema
KOHTEeWHep/3aKkynoptoBarnbHuiA 3acit. 3miHa
nocTavarnbHuKa nNakyBanbHUX MaTepiarnis
abo KOMNNEeKTyUMX (SKLWO 3a3HaYeHO B
pocbe) (3amiHa abo goaaBaHHSA
noctayanbHuka). CynyTHs 3miHa - 3miHu 3
sikocTi. [oToBMI Nikapcbkuii 3acib. Cuctema
KOHTeNHep/3akynoproBanbHuii 3aci6. 3miHa y
NEePBUHHIN yNakoBLji FOTOBOrO NiKapCbKoro
3acoby (sIKiCHWIA Ta KinbKiCHWIA cknag) -
Teepai nikapcbki Popmu - 3MiHM 3 AKOCTI.
["oToBMI Nikapcbkmit 3acib. Cuctema
KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
napameTpis cneuudikauin Ta/abo
O0NYyCTUMUX MEX NEPBUHHOI YMaKoBKM
rOTOBOrO fikapcbKoro 3acoby (iHLi 3miHu) -
y 3B'A3Ky 3 BUpOOGHUYOIO HEOobXiaHICTIO Ta
MapKeTVHIOBO MONITUKOK MiANpueMcTea
[0[aTKOBO [0 3aTBEPAXKEHOIO
nocTayarnbHVKa NepBUHHOIO NaKyBaHHSA —
donbrn antoMiHiesoi TOB «AnTpeingy,
YkpaiHa, BBOOSATbCS HOBi MOCTaYvanbHUKN
®J1IM PomaHos C.B., YkpaiHa Ta TOB
«ANBAEKCA», YkpaiHa, sk Hacnigok 3miHa
SIKICHOrO Ta KinbkicHOro cknagy
nakyBarnbHOro MaTepiany, BUMOru
napameTpiB cneumdikauii donbru
arntoMiHieBol NpMBOAATLCS A0 BUMOT
HOPMaTUBHOI AOKYMEHTaLlii 3anponoHOBaHUX
BUPOBHWKIB.

noceid4yeHHs1

MAKCIrPun 3l
CMAKOM JIMMOHY

oparnbHOro po3yunHy; 5
abo 10 nakeTumkiB y
KapTOHHiI kopobui

KoHcbromep
Xenckep (FOK)
TpenaiHr Iimiteq

BputaHisa

CwmiTKnsiiH Bivem
C.A.

Icnanis

BHECEHHS 3MiH [0 peecTpauinHMxX maTtepianis
(NnoBTOpHUI po3rnAg):
3MiHM | TUNY - BUNYy4YeHHS BUPOBHUYOIT
AinbHWUI (BKNtovatoun ainbHuLi anst AdI,
NPOMIDKHOTO MPOAYKTY abo roToBOro
nikapcbkoro 3acoby, AinbHuULi Ans
npoBefeHHs NaKyBaHHS, BUPOOHUKa,
BiZNOBIgANbLHOro 3a BUNYCK Cepin, Micue
nNpoBeeHHS KOHTPO cepii) abo
nocrayanbHuka BUXiZHOro maTepiany,
peareHTy abo JOMOMIKHOI PEYOBUHM (SIKLLIO

6e3
peuenma

UA/8393/01/01

3a3Ha4yeHo Y JOChE) - BUTNYYEHHS BUPOGHWMKa
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
A®I| deHinedpuHy rigpoxnopuay bepiHrep
IHrenbxanm ®apma Mm6X eng Ko. KT,
HimeuuuHa; 3miHm | Tuny - 3miHa napameTpis
cneuudikauin Ta/abo JOMyCTUMUX MeX
roTOBOrO fiKapCbKOro 3acoby (3BYXeHHS
[OnMyCcTUMUX MeX) - 3MiHM 40 cneundikauii
roTOBOrO fiKapCbKOro 3acoby 3a MoKa3HNKOM
«MikpobionoriyHa unctota», a came 3miHa
HopMyBaHHS E. Coli. 3aTBepaxeHo:
BiacyTHicTb E. Coli B 10 r; 3anponoHoBaHo:
BigcyTHicTb E. ColiB 1T
62. | KOMEryc® TabneTkn, BKpUTI . XocpdpmaHH-T14 LLisenuapis BupobHuuTtBO Kanapa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/8616/01/01
NNiBKOBOI 0BGOMOHKOL, Pow Jita Hepo3dgacoBaHoI LLiseniLapis/ marepianis: 3MiHM 3 AKocCTi. [oToBUNA peuenmom
no 200 mr, no 168 npoayKui: Himeuyunna nikapcbkuii 3aci6. Cuctema
TabneTok y dprakoHi; no MaTteoH IHk., KOHTeWHep/3aKkynoptoBanbHui 3aci6. 3miHa
1 donakoHy B KAPTOHHIN Kanaga; PO3Mipy yNakoBKM FOTOBOIO NiKapcbKoro
KopobLi MakyBaHHS: 3acoby (BMyYEeHHS1 ynakoBKN NEBHOIO
IBepc-Jli AT, po3mipy)
LLisenuapis; BUny4eHHs ynakosku 13 Koneryc®,
& . XoppmaHH-J1s TabneTku, BKPpUTI NMiBKOBOK 0GOMOHKOLO, MO
Pow NTg, 200 mr Ne 42 y conakoHi.
LBenuapis; 3artBepokeHo: TabneTkn, BKPUTI NNiBKOBOKO
BunpobyBaHHs o6ornoHkoto, no 200 mr Ne 42, Ne 168 y
KOHTPOMIO SIKOCTi: dnakoHax
Pow ®apma AT, B3anponoHoBaHo: TabneTku, BKpUTI
Himeuumnna; nniskoBoto 06onoHkoto, no 200 mr
Bunyck cepii: Ne 168 y dnakoHax
& . XohdpmaHH-I15
Pow ITa,
LLIBeviLapis
63. | KCAITAKOM Kpanni o4Hi, po34uH no Mdpanzep IHk. CLA Mdpanzep Benebris BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/2724/01/01
25mvny MeHtodekvypuHr marepianis: peuenmom
nonieTuneHoBoMy Benbria HB 3MiHn |l Tuny - 3miHn Ao IHCTpyKuii Ans
cdnakoHi; no 1 donakoHy MeON4YHOro 3acTocyBaHHS [0 Po3Ainis
B KapTOHHII kopobui; no "®apmakonoriyHi BnacTmBocTi" (BHECEHO
2,5mny penakuinHi npaeku), "MpoTunokasaHHa",
nonieTuneHoBoMy "OcobnuBocTi 3acTocyBaHHs",
cdnakoHi; no 1 donakoHy "3acTocyBaHHs y nepiog BariTHOCTi abo
B KAPTOHHIl KopobLi; no rogyBaHHs rpyaar”, "MNobivHi peakuii”.
3 KapTOHHi kopobku y BBepeHHA 3MiH npoTsirom 3-x micsAuiB
KapTOHHi kopobui nicns 3aTBepAXKEeHHSA
64. NIHOTOP® Tabnetku no 5 mr no 14 dapma WMoppaaHis dapma Moppanis BHECEHHS 3MiH O peecTpaLiiH1X 3a UA/10221/01/01
Tabnetok y 6nictepi; no IHTepHeleHan IHTepHelLeHan matepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI peuenmom
2 6nictepu y KapTOHHIN KomnaHi, KomnaHi, 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
Kopoo6ui Woppakis Moppanis 3asiBHUKA (BNacHMKa peecTpauinHoro

NOCBIQYEHHS1) 3MiHa HaMEHYBaHHS!
3asBHUKa: 3MiHu | Tuny - AgMiHICTpaTuBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MicUsi NpoBaKEHHS AiSNbHOCTI
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Ne
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Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK
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BupobHuk
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Ymoeu
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Homep
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noceid4yeHHs1

BMPOBHWKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKMoYauu AinbHuUL BUNYyCKy cepii
abo micue npoBeAeHHsI KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOOHWK/iIMNOpTEp, BKMHOYaO4M BUMYCK
cepil) 3MiHa HalMeHyBaHHs Ta agpecu
BUPOGHMKA, 6e3 3MiHM MicLs BUpobHMUTBA:

65.

JIIHOTOP®

Tabnetku no 10 mr no 14
Tabnetok y Gnictepi; no
2 bnictepu y KapTOHHIl
KopobuUi

dapma
IHTepHeweHan
KomnaHi,
Mopaanis

MoppaaHisi

dapma
IHTepHewweHan
Komnawi,
Moppaaist

Mopaanis

BHECEHHS 3MiH 40 peecTpaLuiiHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu

3asiBHUKA (BnacHWKa peecTpauinHoro
NoCBiAYEHHS) 3MiHa HaiMeHyBaHHS
3asBHUKa: 3MiHM | TUNY - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecwu
Micusi NPOBaMKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotToBoro fikapcbkoro
3acoby, BKMoYauu AinbHULI BUNYCKy cepii
abo micLe npoBeAeHHs1 KOHTPOSIKO SKOCTI.
(misnbHicTb, 3a sKy Bignosigae
BMPOGHMK/iMNopTEp, BKIOYaKYX BUMYCK
cepii) 3MiHa HalMeHyBaHHS Ta agpecu
BUPOGHMKA, 6e3 3MiHM MicLs BUpobHMUTBA:

3a
peuenmom

UA/10221/01/02

66.

JIIHOTOP®

Tabnetkn no 20 mr no 14
Tabnetok y 6rictepi; no
2 6nictepu y KapTOHHIl
KopobLi

dapma
IHTepHeweHan
Komnai,
Mopaanis

WMoppaHis

dapma
IHTepHeweHan
Komnawi,
WMoppaanis

Mopparist

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3as1BHMKA (BMacHMKa peecTpaLiiHoro
NOCBIAYEHHS) 3MiHa HalMEHYBaHHS
3asBHUKa: 3MiHM | TUNY - AOMiHICTpaTUBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
MiCUsi NPOBaKEHHS AiNbHOCTI
BMPOOHWKa/imnopTepa roToBoro fikapcbKoro
3acoby, BKMIOYa4u AinbHULL BUNYCKY cepii
abo micLe npoBeAeHHs1 KOHTPOSTKO AKOCTI.
(misnbHicTb, 3a sy Bignosigae
BMPOOHWK/iIMNOpTep, BKMHOYaO4M BUMYCK
cepil) 3MiHa HalMeHyBaHHs Ta agpecu
BUpOGHKKa, 6e3 3MiHM Micus BUpobHULTBA:

3a
peuenmom

UA/10221/01/03

67.

JIOLEPUN®

nak gns Hirrie
nikyBanbHui, 50 mr/mn,
no 1,25 mn, abo 2,5 mn,
abo 5 mn y conakoHi; no
1 dprakoHy (B KOMNNeKTi
3 30 ounyBanbHUMMK
TamnoHamu, 10
wnatenamu Ta 30
nuroYKkamu Ans Hirtie) B
KapTOHHiII kopobL; no
1,25 mn, a6o 2,5 mn,
abo 5 mn y cdonakoHi 3

Fangepma CA

LLisenuapis

NABOPATOPII
FANOEPMA

PpaHuis

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3MiHu | TUNY - 3MiHK 3 AKOCTi.
[oToBWI Nikapcbkuin 3acib. Cuctema
KOHTeWHep/3aKkynoptoBarnbHui 3aci6. 3miHa
PO3Mipy yNakoBKM rOTOBOTO NiKapCbKOro
3acoby (3miHa macu/o6'emy BMiCTY
KOHTelHepa baraTofo30BOro MikapcbKoro
3acoby Ans HenapeHTepanbHOro
3acTocyBaHHs (abo 0AHOA030BOrO,
YaCTKOBOrO BUKOPUCTAHHS)) BBEAEHHS
[o4aTKoBOi ynakoBky no 1,25 mn y donakoHi
3 TEMHOrO cKna, No 1 onakoHy (y KOMMNNeKTi

be3
peuenma

UA/14681/01/01




32

[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

KPULLIKOHO 3
annikatopowm; no 1
dnakoHy (B KOMMMEKTi 3
30 ounyBanbHUMK
TamnoHamu Ta 30
nuroYkamu Ans Hirtie) B
KapTOHHIl kopobui

3 30 ounyBanbHUMK TamnoHamu, 10
wnatenamu ta 30 NUnoYkamu Ans Hirtie) y
KapTOHHIN kopobui, 6e3 3aMiHW NakyBanbHOro
marepiany (3aTBepgkeHo: no 2,5 mn abo 5
My dornakoHi 3 TeMHoro ckna, no 1 dnakoHy
(y komnnekTi 3 30 ouunLyBanbHUMK
TamnoHamu, 10 wnatensmu Ta 30
NUoYKamm ANS HirTiB) y KApTOHHIN kopobui).
BBegeHHs 3miH npoTsarom 6 micsauis nicns
3aTBepAKeHHS. 3MiHu | Tuny - 3miHu 3
sikocTi. [oToBMI nikapcbkuii 3acib. Cuctema
KOHTeNHep/3akynoproBanbHuii 3aci6. 3miHa y
NEePBUHHIN yNakoBLji FOTOBOrO NiKapCbKOro
3acoly (Tvn koHTelHepa abo foAaBaHHS
HOBOrO KOHTelHepa) - Teepai, M’ski Ta
HecTepunbHi piaki nikapcbki opmm -
[00aBaHHA anbTepHATUBHOI NEPBUHHOI
ynakoBku no 1,25 mn, no 2,5 mn abo 5 mny
bnakoHi 3 KPULLIKOO 3 ansikaTopoMm, 3i
3MiHOIO MakyBarnbHOro martepiany nepBUHHOT
ynakoBku amber glass bottle type 1l with an
applicator cap (HDPE cap including a LDPE
spatula) (3aTBepmkeHo: amber glass bottle
type | with a HDPE cap) 3 BignosigHnummn
3MiHamu y p. «YnakoBka» MK#A J13: Takox
3MiHM BHECEeHO B po3ain "Ynakoska"
IHCTPYKLUii ANa MeQMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby, sik HacnigokK - BiANoOBIAHI
3MiHM B TEKCTi MapKyBaHHs. BBeAeHHs 3MiH
NpoTArom 6 MicsILiB Micnsi 3aTBEPOKEHHS.
3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS QiSANbHOCTI
BMPOBHMKa/iMnopTepa roToBOro Nikapcbkoro
3acoby, BKMOYauu AinbHULI BUNYCKy cepii
abo micLe NpoBeAeHHs1 KOHTPOSTKO AKOCTI.
(misnbHiCTb, 3a Aky BignoBinae
BMPOGHMK/iMNopTep, BKIOYaKYM BUMYCK
cepii) - NpYBeAEHHS TpaHcniTepawii
YKPaiHCbKOK MOBOIO afpecy BUPOOHMKa
JlabopaTopii Fangepma go matepianis
peecTpauiinHoro gocbe, 6e3 micusa
BUpPOOHMLTBA. BBEAEHHS 3MiH NpoTaroM 6
MicsLiB nicnsi 3aTBEpPOXKEHHS.

68.

JIYKACT®

TabneTkn, BKpUTI
NMiBKOBOIO OBOMOHKOIO,
no 10 mr no 10 TabneTok
y 6nicTepi; no 3
GnicTepu y KapTOHHiW

Papma
IHTepHeleHan
KomnaHi

WMoppaHis

dapma
IHTepHelLeHan
KomnaHi

WoppaHis

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3asiBHUKA (BNacHMKa peecTpauinHoro
nocBig4YeHHs) 3MiHa HallMeHyBaHHs!

3a
peuenmom

UA/10555/01/01
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KopobLi

3asiBHUKa:3MiHM | TUNY - AOMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecwu
Micusi NPOBaMKEHHS AiNbHOCTI
BUPOGHMKa/iMnopTepa rotToBOro nikapcbkoro
3acoby, BKMoYa4u AinbHULI BUNYCKy cepii
abo micue npoBeAeHHs! KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTEp, BKIOYaKYX BUMYCK
cepin) 3miHa HaiMeHyBaHHSA Ta agpecu
BUPOGHMKA, 6e3 3MiHM MicLs BUpobHMUTBA:

69.

norona pO34uH

pO34unH Ans
30BHILLHBOrO
3acTocyBaHHA Mo 251y
cnakoHi; no 1 donakoHy
B MayLi 3 KapToHy; no 25
ry pnakoHax

MpAT
dapmaueBTUYHa
dabpuka "Biona"

YkpaiHa

MpAT
dapmaueBTUyHa
tabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHMX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu

3asiBHUKA (BnacHuWKa peecTpauinHoro
noceigyeHHs) 3miHa agpecu 3asBHUKA.
BBegeHHst 3MiH NpoTsarom 3-x Micauis nicns
3aTBEPKEHHSI
3miHu | TUny - AgMiHIiCTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHS Ta/abo agpecu micus
NpoBafXXeHHSA AOisNbHOCTI
BMPOBHVMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYauu AinbHULI BUNYCKy cepii
abo MicLe npoBeaeHHs! KOHTPOSHO SIKOCTI.
(BisnbHiCTb, 3a AKky BignoBigae
BMPOGHMK/iMNopTep, BKIOYaKYX BUMYCK
cepii) 3MiHa agpecy MicLs BNpOBaaXXeHHS
fisinbHOCTi BUpobHuka M13.
BBegeHHs 3miH npoTarom 3-x MicauiB nicns
3aTBepAKeHHs. 3minHu I Tuny - 3mim 3
akocTi. A®l. BupobHuuTBo. 3miHa BupobHuka
BWXiAHOro/NpoMi>KHOro NPOAYKTY/peareHTy,
LLI0 BUKOPUCTOBYHOTLCS Y BUPOBHUYOMY
npoueci A®Il, abo 3miHa BUpoOHuMKa
(Bkntovaroum, fe HeobxigHo, micue
npoBefeHHs! KoHTponto sikocTi) APl (3a
BiCYTHOCTI cepTudikaTa BignoBigHoCTi
€Bponevicbkint hapmakonei y
3aTBEPIKEHOMY A0ChE)(BBEAEHHSI HOBOMO
BUpobHMKa APl 3 HagaHHSAM MacTep-darina
Ha A®l) BBeileHHs1 HOBOrO BUPOGHUKa Aito4oi
peyoBuHY Kanito noamagy PRACHI
Parmaceuticals PVT. LTD, IHgis.

6e3
peuenma

UA/8047/01/01

70.

MEHOINYP

NOpOLLIOK
niodpinisoBaHun ans
NMPUrOTYBaHHS PO3YUHY
ans iv'ekuin no 75 MO
OCIr ta75 MO 1IN no 10
NaKoHiB 3 MOPOLLKOM i
no 10 amnyn i3

DeppiHr MTM6X

Himeyumna

BUPOGHMK
roToBOro
NpOAYKTY:
®eppiHr MTM6X,
HimeuumnHa;
BTOPWHHE
nakyBaHHs:

HimevuunHa/
Yecbka
Pecnybinka

BHECEHHS 3MiH 40 peecTpauinHnx
matepianis: 3miHu Il Tuny - 3miHK WwWono
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAaYi peecTpaLinHoro NoceigvyeHHs,
BKItoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraTb(€)

3a
peuernmom

UA/6705/01/01
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po3ynHHKKom (0,9 %
PO3YMH HaTPIto xopuay,
KmMcnoTa
XNOpUCTOBOAHEBA
po3BefeHa, Boaa Ans
iH'exkuin) no 1 mn B
KapTOHHIN ynakoBLj

deppiHr-NfieunBa,
a.c., Yecbka
Pecnybnika

noAanbLoro o6rpyHTyBaHHS HOBUMM
[04aTKOBMM AaHWMK, LLO MatoTb
HagaBaTUCst KOMMETEHTHUM OpraHoM,
OCKiNbKN BUMaraeTbCs CyTTEBA OLliHKa
KOMMNETEHTHNM opraHoM) BukoHaHHs
3060B's13aHb BiANOBIAHO 40 NiANyHKTY 2.3
nyHkTy 2 goaatky 15 go Mopsaky
NPOBEAEHHS eKCNepTN3N peecTpaLiiHmx
maTepianis Ha nikapcbki 3acobwm, Lo
NnoAalTbCs Ha AepXKaBHY peecTpaliio
(nepepeecTpalilo), a TaKoX eKcnepTnaun
MaTepiariB Npo BHECEHHS 3MiH A0
peecTpauiiHix maTtepianis NpoTarom Aji
peecTpauiiHoro NOCBiAYEHHS,
3aTBepakeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)

71.

MET®OPMIH-
ACTPA®APM

TabneTkn, BKpUTI
NniBKOBOIO OBOMOHKOIO,
no 500 mr no 10
Tabnetok y 6rictepi; no
3 abo 6 bnicTepiB y
KopoOLi 3 KapTOHY

TOB
"AcTtpadcapm”

Ykpaina

TOB
"Actpacdapm”

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHn wWoao

6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.

BHeceHHs abo 3miHa(n) Ao 3000B'A3aHb Ta
YMOB BMAaYi peecTpauinHoro noceigvyeHHs,
BKItoyatoum MNnaH ynpasniHHS pusnkamm
(3acTtocyBaHHSA 3miH(n), Aki(a) BUMaraoTb(€)
noAanbLUoro obrpyHTyBaHHA HOBUMMN
[00aTKOBUM AaHUMM, LLO MaloThb
HafaBaTMCS KOMMETEHTHUM OpraHoMm,
OCKiNbKM BUMaraeTbCsi CyTTEBA OLIHKa
KOMMNETEHTHUM OpraHom) BukoHaHHs
3060B's3aHb BiAMOBIAHO A0 NiANyHKTY 1.13
nyHkTy 1 gogatky 15 go Mopsiaky
npoBeAeHHsI eKCnepTuan peectpauiiHnx
marepianis Ha nikapcbki 3acobu, wo
noJaloTbCA Ha AepXaBHY peecTpaLiio
(nepepeecTpaLito), a TakoX ekcnepTnan
MaTepiariB Npo BHECEHHS 3MiH 0
peecTpauiiHnx MaTepianis NpoTsarom Aaii
peecTpaLinHOro NocBig4eHHs,
3aTBepakeHoro Hakasom MO3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)

3a
peuenmom

UA/15739/01/01

72.

MET®OPMIH-
ACTPA®APM

TabneTkn, BKpUTI
NMiBKOBOI 0BOMOHKOIO,
no 850 mr no 10
TabneTtok y 6nictepi; no
3 abo 6 bnicTepiB y
KopoOLi 3 KapTOHY

TOB
"Actpadapm”

Ykpaina

TOB
"AcTtpacapm"

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3miHK WwWono
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BreceHHs abo 3miHa(1) Ao 3060B'A3aHbL Ta
YMOB BMAaYi peecTpaLinHoro NoceigvyeHHs,
BKItoyatoum MnaH ynpasniHHS pusnkamm
(3acTocyBaHHs 3MiH(1), siki(a) BUMaratoTb(e)
noganbLUoro obrpyHTyBaHHS HOBUMM

3a
peuenmom

UA/15739/01/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

[04aTKOBMM AaHWMK, L0 MatoTb
HaJaBaTUCs KOMMETEHTHUM OpraHoMm,
OCKibKN BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHNM opraHoM) BukoHaHHs

3060B's13aHb BiAMOBIAHO 40 NianyHKTy 1.13
nyHkTy 1 goaatky 15 go Mopsaaky
NPOBEAEHHS EKCNEPTU3N peecTpaLiiHnX
MaTepianis Ha nikapcbki 3acobu, Lo
noaalTbCsa Ha AepXKaBHY peecTpalLiio
(nepepeecTpalilo), a TaKoX eKcnepTnaun

marepianis Npo BHECEHHS 3MiH 4O

peecTpauinHMx MaTepianis NpoTArom Aii
peecTpauiiHoro NOCBIAYEHHS,
3aTBepakeHoro Hakasom MO3 Big,
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

73.

MET®OPMIH-
ACTPA®APM

TabneTkn, BKpUTI
nniBKkoBOI 0BOMOHKOIO,
no 1000 mr no 10
Tabnetok y 6nictepi; no
3 abo 6 bnicTepiB y
KopobLi 3 KapTOHY

TOB
"Actpadapm”

YkpaiHa

TOB
"AcTtpacapm"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3miHu Il Tuny - 3MiHK WwWoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAaAYi peecTpaLiiHOro NoceBiavYeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamum
(3acTocyBaHHs 3MiH(K), siki(a) BUMaraoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
[04AaTKOBUM AaHWMMU, Lo MaloTb
HagaBaTUCst KOMMETEHTHUM OpraHoMm,
OCKiIbKN BUMaraeTbCs CyTTEBA OLjiHKa
KOMMNETEHTHUM OopraHoM) BukoHaHHs
3060B's13aHb BiANoBIAHO 40 NianyHKTy 1.13
nyHkTy 1 goaatky 15 o Mopsaky
NpoBEAEHHS eKCNEePTU3N peecTpauiiHnX
maTepianis Ha nikapcbki 3acobu, Lo
NoAalTbCA Ha AepPXKaBHY peecTpalLliio
(nepepeecTpalilo), a TaKoX eKcnepTnau
MaTepiarnis Npo BHECEHHS 3MiH A0
peecTpauinHMxX MaTepianis NpoTAromM Aiji
peecTpaLinHOro NocBig4YeHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460)

3a
peuenmom

UA/15739/01/03

74.

MIPAMICTUH

nopoLuok (cybcTaHuist) y
MilLIKaxX nonieTuneHoBux
anst hapMeLeBTUYHOrO
3acToCcyBaHHS

ToBapwucTtBo 3
obMmexeHo
BiANoBiganbHiICTIO
"OAPMXIM"

YkpaiHa

TosapucTBo 3
obMexeHow
BignoBiganbHiCcTIO
"GAPMXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3miHu | Tny - AoMiHicTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3asBHUKa (BNacHWKa peecTpaLiiHoro
NOCBIQYEHHS) 3MiHa aApecu 3asiBHUKA. 3MiHU
| Tuny - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaMKEHHS OisnbHOCTI BUpOBHMKa
(BKMrOYaK4K, 3a HeobxigHoOCTI, MicLe

UA/11216/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

npoBeaeHHs KOHTPOIIO SIKOCTi), abo
BnacHuka macrep-ganna Ha A®l, abo
nocravansHuka A®l/BuxigHoro
matepiany/peareHTy/npoMiXKHOTO MPOAYKTY,
LLIO 3aCTOCOBYIOTbECS Y BUPOGHMLTBI ADI
(SKLLLIO 3a3HaYeHO y AOCbE Ha MiKapCbKun
3acib) 3a BigcyTHOCTI cepTudikaTa
BignoBigHOCTI €Bponenchki hapmakonei y
3aTBEPKEHOMY AOChE, ab0 BUPOOHMKa
HOBOI OMOMIXXHOI PEYOBUHM (SIKLLO
3a3Ha4yeHo y JOCbE)
3MiHa agpecu BUpobHuka, 6e3 3MiHu micus
BUpPOGHMUTBA

75.

MIPAMICTUH®

pO34MH Ans
30BHILLHBOIO
3acTtocyBaHHs, 0,1
mr/mn no 50 mn'y
dnakoHi, no 1 dnakoHy
3 ypeTparnbHoo
Hacagkoto B nayui

MpAT
"®apmaLeBTUYHa
dipma "OapHuug"

YkpaiHa

MpAT
"®apmaueBTNYHa
cipma "dapHuua”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLiiHMX
marepianis:

3MiHuM | TUNY - BUNYYEeHHS 3 MaTepianis

peecTpauiiHoro gocke BUpobHuka Ad|
MipamicTtuH MNpAT «®PapmaueBTnyHa dipma

«dapHuusay; 3mMiHu | Tuny - 3amiHa agpecu
Micusi NpoBamKEHHS AisnbHOCTI BUPOGHWMKa
cybcTtaHuii Mipamictud TOB «®APMXIM»y,
6e3 3MiHM micusa BupobHuLTBa. BBeaeHHsA
3MiH npoTArom 6-T1 micauiB nicns
3aTBepOKeHHsA

6e3
peuenma

UA/1804/02/01

76.

MOP®IH-3H

Tabnetku no 5 mr; no 10
Tabnetok y 6nictepi; no
1 abo no 5 6nicTepiB y
KOpOoO6Li 3 KapTOHY

ToBapwucTtBo 3
obMexeHoIo
BiANOBIAAMNbHICTIO
"XapkiBcbke
dhapmaueBTU4HE
niagnpueMcTBo
"3gopoB's
Hapoay"

YkpaiHa

TosapucTBo 3
obmexeHo
BiANOBIgANbHICTIO
"XapkiBcbke
dapmaueBTU4He
nianpYeEMCTBO
"3nopos.'s
Hapoay"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu

3asBHUKa (BNacHWKa peecTpaLiiHoro
NOCBIAYEHHS) 3MiHa agpecu 3asBHMKA. 3MiHU
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus
NPOBaXXEHHS QiSANbHOCTI
BMPOBHMKa/iMnopTepa roToBOro Nikapcbkoro
3acoby, BKMOYauu AinbHULI BUNYCKy cepii
abo micue npoBeAeHHs! KOHTPOIO SKOCTI.
(misnbHiCTb, 3a AKky BignoBignae
BMPOOHWK/iIMNOpTep, BKMHOYaO4M BUMYCK
cepiit) 3miHa agpecu BUpobHuka, 6e3 3MiHu
Micusi BUpoOHuUTBa: BBegeHHs 3MiH
NpoTArom 3-X MICALIB NiCNs 3aTBEPAXEHHS.
3MiHu | TUnYy - 3miHu Wwopo
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsagy
(iHwWi 3miHK) 3amiHa rpadiyHoro
ohbopMneHHs Ha TeKCT MapKyBaHHS
YMaKOBKM MiKapCbKoro 3acoby.

3a
peuenmom

UA/5174/02/01

77.

MOP®IH-3H

Tabnetkn no 10 mr ; no
10 TabneTok y 6nictepi;
no 1 abo no 5 6nicrepis
y KopobUji 3 KapTOHY

ToBapucTtBo 3
0BMmeXeHo
BiAnoBiganbHIiCTO
"XapkiBCcbke

YkpaiHa

TosapucTBo 3
obmMexeHow
BiANOBiganbHICTHO
"XapkiBCbke

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis: 3MiHu | TUNy - AQMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

3asBHUKa (BNacHWKa peecTpaLiiHoro

3a
peuenmom

UA/5174/02/02
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

tapmaLeBTUYHe
nianpuemMcTeo
"3popos'sa
Hapoay"

hapmaLeBTNYHE
nianpuemMcTBo
"300poB's
Hapoay"

NocBiQYeHHs1) 3MiHa agpecu 3asiBHUKA. 3MiHM
| Tuny - AgmiHicTpaTVBHI 3MiHW. 3MiHa
HaliMeHyBaHHs Ta/abo agpecu micus

nNpoBafXXeHHS QisnNbHOCTI

BUPOGHMKa/iMnopTepa rotToBOro nikapcbkoro

3acoby, BKNovaoum AinbHULI BUMYCKy cepii
abo MicLe NnpoBeaeHHs! KOHTPOSHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOOHWK/iIMNOpTep, BKIHOYaO4M BUMYCK
cepii) 3miHa agpecy BUpobHuKa, 6e3 3MiHu
Micusi BUpobHuuTBa: BBegeHHs 3MiH
NPOTArom 3-X MICALIB MiCNsi 3aTBEPAXKEHHS.
3MiHu | TUny - 3miHun Wwopo
6e3nekn/edeKTMBHOCTI Ta hapMakoHarnsay
(iHwWi 3miHN) 3amiHa rpadiyHoro
0POPMMEHHS Ha TEKCT MapKyBaHHS
yMaKoBKM NikapcbKoro 3acoby.

78.

M'ATK oniA

pianHa (cybcTaHuis) y
GapabaHax 3
OLMHKOBaHOI cTani abo
B LUMCTEpHax 3
Hep>KaBito4voi cTani ang
BUpPOGHMUTBA
HECTEPUINbHNUX
nikapcbknx popm

MAT "®apmak”

Ykpaina

Ppen+llay Tmo6X

Himeyuunna

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:

BUMNpPaBIIEHHS TEXHIYHUX MOMUIIOK Y MeToAax
KOHTPOIIO SIKOCTi y cneumdikadii 3a
NoKa3HUKOM «XpomaTorpadidHui npodinb»,
Tay po3aini «Cknag»

UA/7490/01/01

79.

HA30N®

cnpen HasanbHun 0,05
% no 10 mn y cprakoHi 3
po3anpuckyBayem; no 1
NaKkoHy B KAPTOHHIl
Kopoo6ui

TOB "bawep"

YkpaiHa

IctiTyTo [e
Arxeni C.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpauiiHnX
matepianis: 3miHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
BHeceHHs abo 3miHa(n) Ao 3000B'A3aHb Ta
YMOB BMAAYi peeCTpaLiiHOro NocBiaYeHHs,
BKIoYatouu MnaH ynpasniHHS pusnkamm
(3acTtocyBaHHA 3miH(n), Aki(a) BUMaraTb(€)
noAanbLIoro o6rpyHTyBaHHS HOBUMM
[00aTKOBUM AaHUMM, LLO MaloThb
HaJaBaTMCA KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHUM OpraHom) - BukoHaHHs
3060B's13aHb BiANOBIAHO 40 NianyHKTy 1.13
nyHKTY 1, NignNyHKTY 2.3 NyHKTY 2 goaatky 15
o MNopsiaky NpoBeAEHHS eKkcrnepTuan
peecTpaLiiHux MaTepianiB Ha nikapcbki
3acobu, Lo NoJalTbCs Ha AepKaBHY
peecTpaLiio (nepepeecTpallito), a Takox
eKkcrnepTusmn marepianis NpPo BHECEHHS 3MiH
[0 peecTpauiiHux MaTtepiarnis NpoTarom aii
peecTpaLinHOro NocBig4YeHHs,
3aTBepakeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460).

bes3
peuenma

UA/9483/01/01
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

80.

HA30JI®

cnpew HaszanbHun 0,05
% no 10 mn y cnakoHi 3
posnpuckysayvem; no 1
nakoHy B KapTOHHIW
KopobLi

TOB "Baiiep”

YkpaiHa

IctiTyTo e
Anxeni C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiHnX
MaTepianis:
3MiHM |l TRy - 3MiHW A0 IHCTPYKUIT Ans
ME[NYHOro 3aCTOCYBaHHS Ta KOPOTKOI
XapaKTepuCTUKK NikapCbKoro 3acoby y
po3ainu "MpoTunokasanHa", "B3aemopis 3
iHLWMMM nikapcbknumm 3acobamm Ta iHWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar” (yTouHeHHs iHpopmalii),
"Mepepno3yBaHHs", "MobiyHi peakwii”.
BBeaeHHs 3MiH npoTarom 6-tu micauie
nicns 3aTBepAXeHHs

be3
peuenma

UA/9483/01/01

81.

HA30J1® AIBAHC

cnpen HasanbHun 0,05
% no 10 mn y cprakoHi 3
po3npuckyBayem; no 1
riakoHy B KapTOHHHIN
KopobLi

TOB "baiiep”

YkpaiHa

IcTiTyTo fe
Arxeni C.p.n.

ITanis

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3miHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAaAYi peecTpaLiiHOro NoceBiavYeHHs,
BKItoyatoum MNnaH ynpasniHHS pusnkamm
(3acTocyBaHHs 3miH(K), siki(a) BUMaraoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
[00aTKOBUM AaHUMMU, LLO MAOThb
HaJaBaTMCA KOMMETEHTHUM OpraHoMm,
OCKiNbKM BUMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHUM OpraHom) BukoHaHHs
3060B's13aHb BiANOBIAHO 40 NianyHKTy 1.13
nyHkTy 1 goaatky 15 go Mopsaaky
NpoBeAeHHsI eKCnepTUsn peecTpaLliiHnx
maTepianis Ha nikapcbki 3acobu, Lo
NoAalTbCA Ha AepPXKaBHY peecTpalliio
(nepepeecTpaLito), a TakoX ekcnepTnan
MaTepianis Npo BHECEHHS 3MiH A0
peecTpauinHMx MaTepianis NpoTAromM Aiji
peecTpaLinHOro NocBig4eHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)

6e3
peuenma

UA/9480/01/01

82.

HATPIIO XJTOPUO-
OAPHULA

pPO34nH Ans iHdys3in, 9
mr/mn no 200 mn abo no
400 mn y pnakoHax

MpAT
"®apmaueBTnyHa
dipma "OapHuus”

YkpaiHa

MpAT
"®apmaueBTniHa
dipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHnx
maTepianis: 3MiHu | Tvny - 3miHK 3 AKOCTi.
[oToBwMI nikapcbkuii 3aci6. CTabinbHICTb.

3MiHa y TepMiHax npugaTHocTi abo ymoBax
36epiraHHsi rOTOBOrO fikapCbkoro 3acoby
(36inbLUeHHs1 TepMiHY NpuaaTHOCTI FOTOBOrO
nikapcbkoro 3acoby) - [ins Toprosoi
ynakoBku (MiATBEPKYETLCSA AaHUMU
peanbHoro Yacy) 36inblUeHHsI TEpMiHY
NpUAATHOCTI FOTOBOIO NiKapcbKoro 3acoby.
[MponoHoBaHa pepakuis TepmiH NnpugaTHOCTI
2 poku TepMiH NpMaaTHOCTI 3 POKMU.

3a
peuenmom

UA/13841/01/01
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[IponoBxeHHs nonarka 3

Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
BBepgeHHs 3MiH npoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS
83. HEWPOKOBAIN® TabneTku, BKPUTI KYCYM IHgis KYCYM IHAis BHECEHHS 3MiH 0 peecTpauinHmX 3a UA/14887/01/01
NNiBKOBOK 0BONOHKOL, XEJTTXKEP MNBT XENTXKEP MNBT matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTiI. peuenmom
no 500 mkr; no 10 nTa nTa [oToBWI Nikapcbkuin 3acib. Cuctema
TabneTok y bnictepi; no KOHTenHep/3akynoptoBanbHui 3aci6. 3miHa
3 abo no 10 G6nicTepiB y PO3Mipy ynakoBKM FOTOBOTO NiKapCbKOoro
KapTOHHIN ynakoBLi abo 3acoly (3miHa KinbKOCTi 0AMHMLb
no 30 Tabnetok y (Hanpwuknag TabneTok, amnyn TOLO) B
Gnictepi; no 3 Griictepa ynakoBi:) - 3miHa no3a gianasoHoM
B KapTOHHI/ ynakoBLj 3aTBEPKEHNX PO3MIPIB YNAKOBKN —
BBeJEHHS oaaTkoBoil ynakoBku no 30
TabneTtok y 6nictepi; no 3 bnictepa B
KapTOHHIN ynakoBLji, 63 3MiHW NepBUHHOIO
nakyBarnbHOro matepiany, 3 BignoBigHMM
3MiHamMu y p. «YnakoBka». BBegeHHs 3MiH
npoTArom 6 Micauis nicnsa 3aTBEPKEHHA
84. | HEMPOKCOH® po3uunH Ang iH'ekuin, 500 | MAT "lanuydapm” Ykpaina MAT "Tannudpapm” Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/12114/01/01
Mr/4 mn no 4 mn B MaTepianis: peuenmom
amnyni; no 5 amnyn B 3MiHuM | TUNY - 3MiHa nocTavanbHuKa
GnicTepi; no 2 6nictepu nakyBanbHUx MaTtepianis abo
B nauui KOMMIEKTYIUMNX (SKLLO 3a3Ha4YeHO B AOCHE)
(BUMYYeHHS nocTayanbHNUKa) - BHECEHHS
3MiH A0 MaTepianiB peecTpauifiHoro AoChbe p.
3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBanbHuiA 3aci6:
BUIyYeHHS iHcbopMmallii LLoA0 BUPOBHUKIB
NepBUHHOI yNakoBKuM (amnyn)
85. | HEMPOKCOH® PO34MH AN iH'eKLN, MAT "Tanuvudpapm” Ykpaina MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/12114/01/02
1000 mr/4 mn no 4 mn B marepianis: peuenmom
amnyni; no 5 amnyn B 3MiHuM | TUNY - 3MiHa nocTavanbHuka
GnicTepi; no 2 6nictepu nakyBanbHUX maTtepianis abo
B nmauyui KOMIMITEKTYHOUMX (SIKLLO 3a3HAYEHO B JOCHE)
(BMNyYeHHs1 nocTavanbHUKa) - BHECEHHS
3MiH A0 MaTepianiB peecTpauiiHoro AoChke p.
3.2.P.7. Cuctema
KOHTelHep/3aKkynoptoBanbHuUiA 3acio:
BUITy4eHHS iHcbopMallii LLoao BUPOBHMKIB
NepBMHHOI yNakoBkM (ammnyn)
86. | HE®POO®IT 36ip, no 50 r abo no 100 TOB "HaykoBo- YkpaiHa TOB "HaykoBo- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHuX 6e3 UA/3551/01/01
r y nakeTi, BKnageHoMy BMPOGHMYa BMpOGHMYa marepianis: peuenma
B nayky; no 1,5ry hapmaueBTU4Ha dapmaLleBTNyHa 3MiHM | TUNY - 3MiHa y MeToaax
dinbTp-nakeTi; no 20 komnanis "EAM" komnanis "ENMM" BUNpPoBYBaHHS rOTOBOrO NikapCbKoro 3acoby
inbTp-NakeTiB y nayui (iHwWi 3miHM y MeTopax BunpobyBaHb
(BKNtoYaouK 3amiHy abo JONOBHEHHS))
87. HICNA3M ®OPTE TabneTku, BKPUTI CYH-®APM Cn. 3 Monbla Mibe Mm6X Himeyuunna BHECEHHS 3MiH 0 peecTpauinHnx 6e3 UA/15658/01/01
NNiBKOBOK OBOSOHKOMD, 0.0. ApuHanmiTTenNb MaTepianis: 3miHu | Tuny - AoMiHicTpaTuBHI peuenma

no 80 wmr, no 10
TabneTtok y 6nictepi; no

3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
MicUsi NpoBaKEHHS AiSNbHOCTI




40 [IponoBxeHHs nonarka 3
Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
2 6nicTtepu B KAPTOHHI BUPOGHMKa/iMnopTepa rotoBoro fikapcbkoro
KopobLi 3acoby, BKMoYauu AinbHuUL BUNYyCKy cepii
abo micue npoBeAeHHsI KOHTPOIO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTEp, BKIOYaUM BUMYCK
cepint) 3miHa agpecu BupobHuka Mibe MoX
ApuHanmittens, HimeuunHa, 6e3 3miHn micus
BUPOGHMLUTBA
88. HICTATUH- TabneTku, BKPUTI ToBapucTso 3 Ykpaina BCi cTagil Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/7727/01/01
300POB'A o6onoHkoto, no 500000 obmexeHot BUPOOHMLTBA, maTepianis: peuenmom
OQf, no 10 TabneTok y BiANOBiganbHICTIO KOHTPOMb AKOCTI, 3MiHuM | TUNY - NoAaHHA HOBOro cepTudikaTa
GnicTepi; no 2 6nictepu "®apmaueBTnyHa BUNYCK cepii: Bifl BXXe 3aTBepAXXeHOro BUPOGHMKa; CynyTHA
Y KapTOHHIln kopobui KOMNaHisa ToBapucTBo 3 3MiHa: 3MiHa y MeTofax BunpobyBaHHs ADI
"3popos's" obMeXxeHo abo BuxigHoro matepiany/npoMixxHoro
BiAMOBIAAMNbLHICTIO npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
"®apmaueBTUYHa npoueci BupobHuuTea AP| (He3HauHi 3MiHK Yy
KOMnMaHisi 3aTBEpOKEHMX MeTofax BUNpobyBaHHS) -
"3popos'a", NoAAaHHS HOBOTO cepTudikaTy BiANOBIAHOCTI
YkpaiHa; Bci ctagii €ponevicekoi papmakonei Ne R1-CEP
BUPOGHMLTBA, 2003-096-Rev 00 Big 3aTBEpaXEHOrO

KOHTPOMb SKOCTI:
ToBapucTBo 3
obmexeHo
BiANOBIgANbHICTIO
"®APMEKC
FPYI", Ykpaina

BMpOGHMKa API. Ak Hacnigok: - yTOYHEHHS
Ha3BW Ta agpecu MicLenpoBagXeHHs
nisinbHoCTi BUpobHMKa A®I; - npuBeaeHHs
MeTOAiB BXiaHOro KoHTpornio AdI 3a
NoKasHWKOM «3arnuLUKoBa KinbKiCTb
OpraHiyHMX PO34MHHUKIB» OO MaTepianis
BupobHuka (CEP). Mpouec BupobHuuTBa Ta
CXema CMHTe3y 3anuLuaTbCs HE3MiIHHUMK;
3MiHuM | TUNY - NoAaHHA HOBOroO cepTudikaTta
Bif BXXe 3aTBepAXXeHOro BUPOGHMKa; CynyTHA
3MiHa: 3MiHa y napameTpax creundikauin
Ta/abo JoMyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®Il, abo
BUXiAHWA/NPOMiXXHWI NpoayKT/peareHT, LWo
BMKOPWUCTOBYIOTBLCSH Y NpoLieci BUpobHuLTBa
AQ®I; cynyTHA 3miHa: 3MiHa y meTofax
BunpobysaHHa APl abo BuxigHOro
maTepiany/npoMixXHOro NpoayKTy/peareHTy,
LLIO BUKOPUCTOBYETBCH Y NPOLIECI
BUpOGHMLUTBa ADI (iHLWi 3MiHK y MeTodax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
nonoBHeHHs) A®| abo BUXigHOro/mMpomMixxHoro
NPOAYKTY) - NOAAHHSA HOBOro cepTudikaTty
BignoBigHocTi €Bponeicbkoi dhapmakonei Ne
R1-CEP 1999-099-Rev 05 Big
3aTBepAKeHOro BUpobHuka AdI. FAk
Hacnifok: - yTOYHEHHS Ha3BW Ta agpecu
MiCLLeNpOBaKEeHHS AiSNbHOCTI BUPOOHMKA
AdI;
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n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1

- NpuBegeHHs crneundikaLii Ta meToais
BXigHOro koHTposto APl 3a NokasHMKOM
«3anuKkoBa KinbKiCTb OpraHiyHnx
PO34YMHHUKIB» O MaTepianiB BUPOOHMKa; -
BBEAEHHS HOBMX MOKa3HWKIB
«bytunrigpokcutonyon» ta «Po3mip
yacTok». MicuesHaxomkeHHs BUPOOHWKa,
npouec BMpobHULITBA Ta CXema CUHTE3Y
3anMLalTbCA HE3MIHHUMU; 3MiHW | TUny -
3MiHW, NOB'sI3aHi 3 HeObOXiAHICTIO NpMBEAEHHS
y BignoBigHicTb Ao MoHorpadii AdPY abo
€sponewcbkoi dapmakonei, abo iHwoi
HauioHanbHoi hbapmakonei gepxasu €C
(3miHa y cneuundikauisx, nos's3aHa 3i
3miHamu B J®Y, abo €Bponencbkin
capmakonei, abo iHLWin HauioHanbHin
dapmakonei gepxasu €C); cynyTHsi 3MiHa:
3MiHa y meTogax BunpobysaHHsa AP| abo
BMXigHOro matepiany/npoMixxHoro
npoaykTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoteci BupobHuutea AP - amiHn o
cneumdikauii Ta MeToAiB BXiAHOrO KOHTPOSIO
AQ®I| HictatuH, y 38’s13ky 3 NpuBEAeHHSAM [0
BUMOTr gitodoro BuaaHHsa EP ta AdY; 3miHm |
TUMY - 3MiHW, NOB'sI3aHi 3 HEOBXiAHICTIO
npvBeAeHHs Y BIANOBIAHICTb A0 MOHOrpadil
[dY abo €sponericbkoi hapmakonei, abo
iHLWOT HauioHanbHOI hapmakonei Aepxasu
€C (3miHa y cneuundikauii
HedapmakonenHoro A®| aonsa npuBeaeHHs y
BianoBiaHicTb Ao Bumor OdY abo
€Bponeicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C) -
[onomixHa pevyoBuHa/BUXiZHMI MaTepian
anst BupobHuutea A®I; cynyTHsi 3amiHa: 3miHa
y MeToaax BunpobyBaHHSA AOMOMDKHOT
PEYOBUHM (HE3HaYHI 3MiHW Y 3aTBEPOXKEHNX
MeTofax BUNpobyBaHb) - NpUBEAEHHSI
crneundikaLi Ta MeToAiB BXiZHOMO
KOHTPOIO SKOCTi AOMOMDKHOI PEYOBUHMN
MeTunuentonosa y BignoBigHICTb 4O BUMOT
EP; aminu | Tvny - 3miHn, noB'aA3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiAMNOBIAHICTb
0o MoHorpadgii J®Y abo €sponencekoi
cbapmakonei, abo iHWOoi HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
cneundikauisx, nos'a3aHa 3i amiHamu B DY,
abo €Bponeincobkin hapmakonei, abo iHLWin
HauioHanbHi dapmakonei gepxasu €C);
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Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

CynyTHSA 3MiHa: 3MiHa y MeToAax
BUNPoByBaHHS AOMOMIXHOI PEYOBUHM
(He3HayHi 3MiHM y 3aTBEPMKEHUX MeToAax
BMNpoOyBaHb) - NpMBeAEHHS cneuudikadlin
Ta MeTOAIB BXi4HOMO KOHTPOSO SKOCTI
OOMOMDKHUX PEYOBUH Y BigNOBIAHICTb OO
Bumor EP 1a A®Y; 3miHum | Tuny - 3miHa
napameTpiB cneuudikaui Ta/abo
OOMyCTUMUX MEX rOTOBOrO MiKapCbKOro
3acoly (BHECEHHS 3MiH 0 AOCkE Micnsi
OHOBIIEHHS 3ararnbHOI CTaTTi Ha roToBy
nikapcbky chopmy y [IPY/EBponeichkin
apmakonei); cynyTHs 3MiHa: 3MiHa Yy
mMeTogax BUNpobyBaHHS roToBOro
nikapcbKoro 3acoby (He3HayHa 3miHa y
3aTBEpOKEHMX MeTofax BUNpobyBaHHS) -
npuBefeHHs cneumdikauii Ta Metoais
KOHTPOIO rOTOBOTO MiKapCbKOro 3acoby y
BiAMNOBIOHICTb 40 BUMOT Ait04Oro BUaaHHs
OdY; 3miHum | TNy - 3mMiHa noctavanbHUKa
nakyBanbHUX MaTtepianis abo
KOMMMEKTYIUMX (SIKLLO 3a3HAYEHO B JOCHE)
(3amiHa abo JogaBaHHsA nocTayarnbHKKa) -
BBEOEHHS OOATKOBUX NOCTaYanbHUKIB
NepBUHHOIO NakyBaHHs (chonbru
antomiHieBoi) AT «TexHororisi», YkpaiHa Ta
TOB «AnTpeng», YkpaiHa, y 38’s13ky 3
BMPOGHMYOI HEODXiaHICTO; 3MiHM | TNy -
3MiHa napameTpiB cneuudikadi Ta/abo
[0NYCTUMMUX MEX NEPBUHHOI YMaKoBKN

rOTOBOTO MiKapCbKoro 3acoby; CynyTHs 3MiHa:

3MiHa y MeTofax BUNpobyBaHHsSI NePBUHHOIT
YMaKOBKM FOTOBOTO JikapCbKOro 3acooy -
3MiHM 00 cneundikaLii Ta MeToaiB KOHTPOIO
nakyBanbHWUX MaTepianis, y 3B’A3Ky 3
npuBeAeHHAM 4O BUMOT BUPOBHMKA

89.

HILEPTOJIH

TabneTkn, BKpUTI
ob6onoHkoto, no 10 Mr no
10 TabneTok y 6nictepi;
no 3 6nictepu B nayui

MAT "Tanuudapm"”

YkpaiHa

MAT "Tannydapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
matepianis: 3MiHu | Tuny - 3MiHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsagy.
3MiHU y KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKLUIii ANS MEAMYHOro 3aCTOCYBaHHS
reHepu4HUX/ribpuaHnx/GionodibHNx
nikapcbkux 3acobiB nicnst BHECEHHs Tiel
camoi 3MiHM Ha pedepeHTHUIA Npenapar
(3MiHa He noTpebye HafaHHS )KOAHWX HOBUX
[o4aTKoBUX AaHWUX) 3MiHM BHECEHI 40
iHCTPYKLUIii y po3ainu "®apmakonoriyHi
BnactmeocTi", "lpoTnnokasaHHs",

3a
peuernmom

UA/5252/01/01
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PeecmpauyitiHa npoyedypa

Ymoeu

Homep

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

"B3aemogiqa 3 iHW1MK NikapCbKUMn

eionycky

peecmpauiliHo2o
noceid4yeHHs

3acobamu Ta iHWi BUan B3aemopiin",
"OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rofyBaHHs rpyaarw”, "3aaTHicTe BNNMBaTh Ha
LUBMAKICTb peakLii Npu KepyBaHHI
aBTOTpaHcnopToM abo iHWMMK
mexaHismamu", "Cnocib 3acTocyBaHHS Ta
nosn", "Mob6ivni peakuii” 3rigHo 3
iHdopmauieto Woano MeguyHoro
3aCTOCyBaHHSI pehepeHTHOro NikapCbKoro
3acoby (CepmioH, TabneTku, BKpUTI
LlykpoBoto o6oroHkoto, no 10 mr). BBegeHHs
3MiH NpOTArom 6-Tn Micauis nicns
3aTBepAKEHHs. 3MiHn Il Tuny - 3miHn Wwoao
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsgy.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAayi peecTpaLiiHOro NoceBiavYeHHs,
BKINtoyaroun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3miH(K), siki(a) BUMaraoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
004aTKOBMM AaHWMMU, Lo MaoTb
HagaBaTUCst KOMMETEHTHUM OpraHoMm,
OCKiNbKM BUMaraeTbCs CyTTEBA OLiHKa
KOMMNETEHTHNM opraHoM) BukoHaHHs
30608's13aHb BiANoBIgHO 40 NianyHKkTy 1.13
nyHkTy 1 goaatky 15 o Mopsaky
NpoBEAEHHS eKCNEePTU3N peecTpauiiHnX
maTepianis Ha nikapcbki 3acobu, Lo
NoAalTbCA Ha AepPXKaBHY peecTpalliio
(nepepeecTpalilo), a TaKoX ekcnepTnaun
MaTepiarnis Npo BHECEHHS 3MiH A0
peecTpauinHMxX MaTepianis NpoTAromM Aiji
peecTpaLiiHOro NocBig4YeHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
BHECEHHS 3MiH 40 peecTpauinHnx

3a

UA/15925/01/01

90.

OKCANIMNATUH

niodpinisat onsa po3ynHy
ans iHdysiv no 50 wr, 1
bNakoH 3 MOPOLLKOM Y

nadui 3 KapToHy

MpuBaTHe
aKuioHepHe
TOBapWCTBO

"Nekxim-Xapkis"

YkpaiHa

MpusaTHe
akuioHepHe
TOBapuCTBO

"Nekxim-Xapki"
(BUpPOOHMLTBO 3
npoaykuii in bulk
pipMu1-BUPOGHMKa
Ksiny
dapmaveyTikan
(XarHaHb) Ko.,

Nra., Kutan)

YkpaiHa

matepianis: 3miHu | Tny - AaMiHicTpaTMBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu
3asBHUKa (BNacHUKa peecTpaLiiHoro
MoCBiAYEHHS) 3MiHa HallMeHyBaHHA Ta
appecu 3asiBHUKa: 3MiHu | Tuny -
AamiHicTpaTuBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu micus
NPOBaXeHHSs QisiNbHOCTI

BMPOOHWMKa/imnopTepa roToBoro nikapcbKoro
3acoby, BKIIOYa4u AinbHULL BUNYCKY cepil

peuernmom

a60 MicLie NpoBeaeHHs1 KOHTPOSIO AKOCTI.
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n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
(misnbHicTb, 3a AKy Bignosigae
BMPOGHMK/iMNoOpTEp, BKIOYaKYX BUMYCK
cepil) 3MiHa HaMMeHyBaHHS Ta agpecu
BUPOGHMKA, 6e3 3MiHM MicLs BUpobHMUTBA:
91. | OKCANINNATUH niodinisaTt Ana po3ynHy MpuBatHe Ykpaina MpuBaTHe Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/15925/01/02
ans iHdysi no 100 wmr, akuioHepHe akuioHepHe marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI peuenmom
1 cpbrnakoH 3 NOpOLLUKOM Y TOBapUCTBO TOBapUCTBO 3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu
nayui 3 KapToHy "INekxim-Xapkis" "INekxim-Xapkis" 3asiBHUKA (BnacHuWKa peecTpaLinHoro
(BPOGHULTBO 3 NocBiAYeHHs) 3MiHa HaMeHyBaHHS Ta
npoaykuii in bulk appecu 3asBHUKa: 3miHu | Tuny -
ipMu-BnpobHMKa ApgMmiHicTpaTuBHi 3aMiHW. 3MiHa
Kiny HaviMeHyBaHHs1 Ta/abo agpecu Micus
dapmavueyTikan NpoBafXXeHHSA QisNbHOCTI
(XamHaHb) Ko., BUPOGHMKa/iMnopTepa rotToBoro fikapcbkoro
JIto., Kntan) 3acoby, BKM4ao4m AinbHUL BUNYyCKy cepii
abo Micue npoBedeHHs1 KOHTPOIO SKOCTI.
(misnbHicTb, 3a sKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaYX BUMYCK
cepiit) 3MiHa HalMeHyBaHHs Ta agpecu
BUPOGHMKA, 6e3 3MiHM MicLs BUpOBHMUTBA:
92. | OMENPA30N Kancynm 3 AnaHTa Megikeap Benuka KonpaH Nimiteq IHAaisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/12374/01/01
AHAHTA MoaudpikoBaHUM Ira. BpuTaHis matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi. peuenmom

BUBINbHEHHSAM no 20 wmr,
no 10 kancyn y 6nictepi;
no 10 GnictepiB y
KapTOHHIN kopobLyi

[oToBWI Nikapcbkui 3aci6. 3MiHn y
BMPOGHMUTBI. 3MiHa immopTepa/3amiHu, Lo
CTOCYHOTbCS BUMYCKY Cepii Ta KOHTPOM0
SIKOCTi rOTOBOrO nikapcbkoro 3acoby (3amiHa
abo fopaBaHHS BUPOOHUMKA, LLO BiAnoBigae
3a BBe3€eHHs Ta/abo Bunyck cepii) -
Bkntoyatoun koHTponb/BUnNpobyBaHHs cepii -
3aMiHa AinbHuui BUpo6HuUTBa. 3MiHu | Tuny -
3MmiHu 3 skocTi. FoToBUIA Nikapcbkuii 3aci6.
3MiHM y BUpobHMUTBI. 3amiHa abo BBeAeHHS
[04aTKOBOI AiNbHULI BUpObHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOrO fikapcbKkoro 3acoby (ainbHuus, Ha
SKi NpoBOAsATLCA Byab-siki BUPOOHWYI cTagii,
3a BUHSATKOM BUMNYCKY CEPIl, KOHTPOMO
SIKOCTi, NEPBUHHOIO Ta BTOPUHHOIO
nakyBaHHs, ANt HECTEPUIbHUX NIKAPCbKUX
3acobiB) 3amiHa ginbHWLi BUpobHULITBA.
CynyTHs1 3miHa - 3MiHK 3 sikocTi. [oToBMIA
nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3amiHa abo BBeAeHHS [04aTKOBOI AiNbHuULI
BUPOGHMLUTBA ANs YacTMHM abo BCbOro
BMPOBHMYOro NpoLLEecy roToBOro Nikapcbkoro
3acoby (AinbHULSA AN NEPBUHHOIO
nakyBaHHs) - 3MiHu 3 sikocTi. [oToBUMI
nikapcbkuii 3aci6. 3MiHM y BUPOBGHMLTBI.
3amiHa abo BBeeHHS [04aTKOBOI AinbHuULI
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
BMPOGHMLUTBA ANS YacTMHM abo BCbOro
BMPOGHMYOro NpoLecy roToBOro NikapCbKoro
3acoby (QinbHULSA AN BTOPUHHOTO
nakyBaHHs1). 3miHu | Tuny - AgMiHicTpaTuBHiI
3MiHWN. 3miHa Ha3BK nikapcbkoro 3acoby
3aTtBepakeHo: OMENNIK, 3anponoHoBaHo:
OMETPA30J1 AHAHTA.
93. OPTAINbMOOEK Kpanni o4Hi, 0,2 mr/mn ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx 3a UA/10150/01/01
no 5 mn abono 10 mny obmexeHo BUPOGHMLTBA, matepianis: 3miHu Il Tuny - 3MiHn Woao peuenmom
dnakoHi; no 1 dnakoHy BignoBiganbHICTO KOHTPOMb AKOCTI, 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
Y KOMMMEKTi 3 KPULLIKOLO- "[locnigHui 3aBop, BUNYCK cepii: BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
KpanenbHULUE B Mayli 3 "rHUnc" ToBapucTBo 3 YMOB BMAa4i peecTpaLiiHOro NoceBiavYeHHs,
KapTOHY obmexeHo BKINtoyaroun MNnaH ynpaeniHHA pusukamm
BiAMNOBIAANbHICTHO (3acTocyBaHHs 3miH(K), siki(a) BUMaraoTb(€)
"NocnigHuni 3aBog noAanbLIoro 06rpyHTyBaHHS HOBUMM
"THUNC", [0AAaTKOBMM OaHMMU, LLIO MaoTb
YkpaiHa; HaJaBaTUCHA KOMMETEHTHUM OpraHoM,
BCi cTagii OCKiITbKN BUMaraeTbCs CyTTEBA OLjiHKa
BUPOGHMLTBA, KOMMNETEHTHNM OpraHoM) BukoHaHHs
KOHTPOMb AKOCTI, 3060B's13aHb BiANoBIigHO 40 NianyHKTy 1.13
BWMNYCK Cepil: nyHkTy 1 goaatky 15 go Mopsaky
ToBapucTBo 3 NpoBeAEHHS eKCNepTU3n peecTpauiiHnx
obMexeHo MaTepianie Ha nikapcbki 3acobu, Lo
BiANoBIganbHicTIO noaalTbCsa Ha AepKaBHY peecTpalLlito
"®APMEKC (nepepeecTpalilo), a TaKoX eKcnepTnau
reyn", MaTepiarnis Npo BHECEHHS 3MiH A0
Ykpaina peecTpauinHMx MaTepianis NpoTAromM Aiji
peecTpaLinHOro NocBig4eHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakasy MO3
Big 23.07.2015 Ne 460)
94. MNEr-oiictum PO34MH Ans iH'ekuin, 6 TOB "®3 YkpaiHa TOB "®3 YkpaiHa BHECEHHS 3MiH O peecTpaLiiH1X 3a UA/15552/01/01
mr/0,6 mn, no 0,6 mn (6 "BIO®GAPMA" "BIO®PAPMA" marepianis: peuenmom
Mr) y nonepeaHbo 3MiHu | TUNY - 3MiHa y MeTogax
HanoBHEHOMY LUMPUL, BUNPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
no 1 nonepegHLo - T. "CTEpPUNbHICTB" YTOUHEHHS Ha3Bn
HaMoBHEHOMY LUNpULY Y YCTaHOBKM PiNbTPOBarbHOI CUCTEMMU; T.
6nicTepi, no 1 6nictepy "BionoriyHa akTMBHICTL" (MeTog KynbTypu
B KAPTOHHIl KopobLi; no KMiTMH) OHOBMNEHHSA MeToay BUNpobyBaHb
0,6 mMn (6 Mr) y dpnakoHi, (3miHa npoboniarotoBky Ta 0bniky
no 1 dnakoHy y pe3ynbTaTiB)
6nictepi, no 1 6nictepy
B KApPTOHHIl kopobui
95. | NEKTONBAH® cvpon no 100 mn 'y MAT "dapmak” YkpaiHa MAT "®dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnX bes UA/9396/01/01
nntoLy dnakoHi; no 1 dnakoHy marepianis: peuenma

pa3oMm 3 103yH40t0
TIOXKKOM B Navui 3
KapTOHY

3MiHu | TUny - 3MiHW 0o IHCTPYKUii Ans
MELNYHOro 3aCTOCYBaHHS y po3ginu:
"MpoTunokasaHHs", "OcobnmnBocCTi
3actocyBaHHs", "Cnoci6 3acTocyBaHHs Ta
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
po3n", "Oitn", "MepenosysaHHs", "MoBGiyHi
peakuii” 3rigHo 3 iHbopmalieto woao
MeANYHOro 3aCTOCyBaHHsS peepeHTHOro
nikapcbkoro 3acoby (MPOCIMAH® CUPOIN
B1O KALLJTKO, cupon). BBegeHHsA 3MiH
npotsirom 6-Tu micauiB nicns
3aTBEepPAKEHHSA
96. NMEKTONIBAH® cvpon no 100 mn 'y MAT "dapmak” YkpaiHa MAT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnx bes UA/9396/01/01
nnwoLwy dnakoHi; no 1 gonakoHy MaTepianis: 3miHn | Tuny - AgMiHicTpaTuBHI peuenma
pa3oMm 3 J403y40t0 3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu
TOXKOO B nauyui 3 MiCcLS NPOBaaXEHHS OisiNbHOCTI
KapTOHY BMPOBHVKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMoYauu AinbHULI BUNYCKy cepii
abo Micue npoBedeHHs1 KOHTPOSIO SKOCTI.
(misnbHiCTb, 3a AKy BignoBigae
BMPOGHMK/iMNopTEp, BKIOYaKYX BUMYCK
cepit) 3miHa agpecu BUpPOGHUWKa, 6e3 3MiHK
Micusi BUpobHuUTBa: BBegeHHs 3MiH
NpOTSAromM 6-TM MicsAUiB NMicnsa 3aTBEPAXEHHS.
97. nPOMELON po3unH Ans iH'ekuin, 20 AT "Kanuekc" JlaTBia BCi cTagii CnoBayuunHa/ BHECEHHS 3MiH O peecTpauiiHnX 3a UA/15324/01/01
KATILEKC Mr/mMn no 1 mMn B amnyni; BUPOBHMYOro NaTsis marepianis: peuenmom
no 5 amnyn B KOHTYpPHIN npouecy, Kpim 3MiHuM | TUNY - 3MiHa nocTavanbHuKa
YapyHKOBIl ynakosLi BUNYCKY cepii: nakyBanbHUx MaTtepianis abo
(nippoHi); no 1, 2 abo 20 XBM ®apma KOMMMEKTYIoUMX (SKLLO 3a3HAYEHO B OCHE)
KOHTYPHUX YapyHKOBUX c.p.o., (BUNYYEHHS! NocTaYanbHUKa) - BHECEHHSI
ynakoBoK (MigAoHIB) B CnoBa44uHa; 3MiH go p. 3.2.P.7. Cuctema
nayi i3 KapToHy BMPOGHWK, SKWI KOHTeWHep/3aKynoptoBanbHuUiA 3aci6:
Bignosigae 3a BUMYYEHHS nocTavarnbHuKa NepBUHHOT
KOHTPOIb ynakoBku (amnyn); 3miHu | Tuny - 3miHu 3
cepii/BunpobyBaH sikocTi. [oToBuMI nikapcbkui 3acib. Cuctema
He: AT "piHaekc", KOHTeWHep/3aKkynoptoBanbHui 3aci6 -
IaTBis; BUPOGHMK, BHECEHHSs 3MiH go p. 3.2.P.7. Cuctema
SIKMI BignoBinae KOHTEWHep/3aKynoproBarnbHUii 3acio, y
3a BMNYCK cepil: 3B’A3KY 3 BHECEHHSAM 3MiH Y BTOPUHHY
AT "Kanuekc", ynakoBKy: 3aMiHa antoMiHieBoi donbrn Ans
IaTtBis KOHTPOMIO MEPLLIOTO BIAKPUTTS, Ska
3aKpvBarna KOHTYpHi YapyHKOBi yNnakoBKU
(nipgoHwn) 3 MBX 3 amnynamu, Ha KOHTPOIb
NepLUOro BiAKPUTTS B MauLi 3 KApTOHY y
BUIMSAi CAMOKINEYOro CTikepa Ha KOXHin
YaCTWHI NAYKK i3 KAPTOHY, L0 BiOKPUBAETLCS,
3 BiANOBIAHUMM 3MiHaMK Y p. «YMakoBKa»
MKA N3
98. nyNnbMONOP® Tabnetku in bulk: no Mosgi Xenc 'm6X LLiseviLapis CaBa Xenckea IHais/ BHECEHHS 3MiH O peecTpauiiHnX - UA/10379/01/01
5000 TabneTok y Nra, lHais; peuis/ MaTepianis: NPpMBeAEHHA HanUCcaHHA
noaBiNHUX Knesa CA, peuisi; YropwuHa ynakoBKM NikapcbKoro 3acoby Ta
nonieTuneHoBux Bannec peecTpauiHoi npoueaypu B Hakasi MO3
naketax dapmackioTikanc YkpaiHu Ne 1056 Big 04.06.2018 o
Mer. Jlta., IHAis; 3aTBEPIKEHNX peecTpaLiiHX MaTepianis.
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
Megiton Pepakuis B Hakasi: TabneTku no 10 TabneTok
dapmackioTikan y 6nicTepi, no 1 abo 2 6nictepu B KAPTOHHIN
Ita., YroplwmHa ynakoBui. BipHa pepakuisi: Tabnetku no 10
TabneTok y 6nictepi, no 1 abo 2 Gnictepu B
KapTOHHiIN ynakosui Ta in bulk: no 5000
TabneTok y noaBilHMX NoNieTUNEHOBMX
nakeTax.
(3MiHM | TUNY - BHECEHHS HE3HAYHKX 3MiH Y
TEKCT MapKyBaHHS NEPBUHHOI Ta BTOPUHHOI
ynaKkoBKW fikapcbKoro 3acoby. BBeaeHHs
3MiH NpOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.)
99. PENI®® MNMPO Cyno3uTopii pekTanbHi Bariep KoHcbomep LLiseviLapis BUPOGHMK, ITanis BHECEHHS 3MiH A0 peecTpauinHnx bes UA/10318/02/01
no 5 cynosutopiis y Kep Al BignosiganbH1MN MaTepianis: peuenma
CTpwuni; Mo 2 cTpunu B 3a BUMYyCK cepii 3MiHM |l TRy - 3MiHW A0 IHCTPYKUIT Ans
navui roToBOro ME[MYHOro 3aCTOCYBaHHS A0 po3ainy
nikapcbKoro "B3aemogia 3 iHWnMK NikapCbKUMn
3acoby: banep 3acobamu Ta iHWi BMan B3aemogain".
Xenckep BBeaeHHs 3MiH npoTArom 6-tM micauis
MaHyakTypiHr nicns 3aTBepAXKeHHA
C.P.J1., Itanis;
BUPOGHMK,
BignoBsiganbHUN
3a BUPOOHULTBO
bulk, nakyBaHHs,
KOHTpOrb cepil
roToBOro
nikapcbKoro
3acoby: IcTiTyTO
Oe Anxeni C.p.n.,
ITanis
100. | PENI®® NPO Kpem pektaneHuin no 15 | bariep KoHcblomep LLisenuapis Banep Xenckep ITanisa BHECEHHS 3MiH 0 peecTpauiiHnX bes UA/10318/01/01
rabo no 30 ry Ty6i, no 1 Kep AI' MaHydakTypiHr marepianis: peuenma
Ty6i 3 annikaTopom y C.PJL 3MiHu Il TURy - 3MiHW 4o IHCTPYKUiT Ans
KapTOHHIN navui MeOMYHOro 3acToCyBaHHSA A0 Po3Ainy
"B3aemogis 3 iHWVMU nikapcbkumm
3acobamu Ta iHWi BUan B3aemopiin".
BBeaeHHs 3MiH npoTArom 6-TM micauis
nicns 3aTBepAXeHHA
101. | PUHUT® TabneTku, BKpUTI Kycym Xentxkep IHAis KYCYM IHgis BHECEHHS 3MiH [0 peecTpauiiHuX 3a UA/7658/01/01
o6ornoHkot, no 150 mr MeT1 l1A XENTXKEP MBT maTepianis: peuenmom
no 10 Tabnetok y nTa BUMNpPaBIIEHHS TEXHIYHOT MOMUIIKN B MeToAax
ctpwuni; no 1 a6o 10 KOHTPOSIO SKOCTi y aHaniTUYHI MeToauui 3a
CTPUNIB B KAPTOHHIN nokasHukom «KinbKicHe BU3HAYEHHS»
KopobLi
102. | PUCNEPUOOH nopoLuok (cybcTaHuist) y ToBapucTso 3 YkpaiHa AYPOBIHOO IHgis BHECEHHS 3MiH [0 peecTpauifiHmX - UA/16436/01/01
NOABIAHMX obmexeHoto PAPMA NIMITE matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
nornieTUneHoBnX BiANOBIAamnbHICTIO Ceptudikat BignosigHocTi/lE-cepTudikar
nakeTax ans "®apmaLeBTUYHa BigNOBiAHOCTI €BpONENChKiIl
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
dapmaLeBTU4HOro KOMMaHisi dapmakonei/MoHorpadii. MNogaHHsA HOBOrO
3acToCyBaHHs "3popos's" abo oHoBMeHoro cepTudikarta BianoBigHOCTI
abo BuUny4YeHHs cepTudikaTa BiANoBigHOCTI
€Bponencbkin dapmakonei: gna A®l; ans
BVXiQHOro Matepiany/peareHTy/npoMi>KHOro
NPOAYKTY, LLO BUKOPUCTOBYHOTECS Y
BUpo6HMUTBI APl; ANs ONOMDKHOI pe4YOBUHM
(cepTudpikaT BignosigHoCTI EBpoNenchKin
dapmakonei) - OHoBneHWNn cepTudikaT Big
yXe 3aTBepA)XeHoro BUpobHMKa - noaaHHs
OHOBIEHOro cepTucpikaTa BigNOBIAHOCTI
€sponericbkint hapmakonei Ne R1-CEP
2005-094-Rev 02 ans gito4doi pe4oBuHn
Risperidone Big BXe 3aTBEpPAXEHOrO
BUpobHuka AypobiHoo ®apma Jlimiten, IHaia
3 BiANOBIgHMMYK 3MiHamK y agpeci BUpobHuka
ADI
103. | PO3AKOM Kpanni O4Hi, PO34MH No 5 TOB "Apamvep” MonbLa BiAMNoBiAanbHU Monbua/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/14401/01/01
MA 'y doNakoHi i3 3a BMNYCK cepil: [peuis MaTepianis: peuenmom
KpanenbHuueto; no 1 Mab'aHiubknin 3MiHuM | TUNY - NOAaHHA HOBOrO cepTudikaTy
NaKkoHy y KapTOHHIN dapmaLleBTU4HNIA BignoBigHocCTi €Bponencebkoi hapmakonei Ne
KopobuUi 3aBog NMonbga R1-CEP 2008-155-Rev 02 Big HoBOro
A.T., MonbLua; BUpoGHMKa ADI [lop3aonamigy; 3amiHu | Tuny -
BMPOGHMLUTBO "in BUIMy4YeHHSA BUPOOHUMKIB APl fopsonamigy
bulk", nepuHHe i
BTOPUHHE
nakyBaHHsI:
Padapm AT,
peduis
104. | PO3ANIH Kpanni o4Hi, po3yuH, 20 TOB "Apamep” MonbLa Padapm AT Ipeuis BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/14388/01/01
Mr/mMn no 5 mny maTepianis: peuenmom
dnakoHi 3 3MiHM | TUNY - NOJaHHSA HOBOTO cepTudikaTy
KpanenbHuLeo; no 1 BignoBigHocCTi €Bponencebkoi dapmakonei Ne
riakoHy y KapTOHHI R1-CEP 2008-155-Rev 02 Big HoBOro
Kopoo6Li BUpoGHKKa ADI [lop3aonamigy; 3amiHu | Tuny -
BUIyYeHHSA BUpo6HMKiB AP| fopsonamigy
105. | COJIAH® pO34unH Ans TOB "CaHoi- YkpaiHa HOHiTep NNikBig PpaHuis BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/4292/02/01
nepoparbHOro ABeHTiC YKpaiHa" MaHydekuypiHr maTepianis: peuenmom
3acrocyBaHHs, 100 3MiHM | TUNY - NOAAHHS OHOBIIEHOTO
mr/mn Ne 1 (no 60 mny cepTudikaTy BignoBigHOCTI €BponeincbKol
dnakoHi, no 1 dnakoHy dapmakonei Bif 3aTBepAKeHOro BUpobHMKa
B KapTOHHI kopobLi); B A®| Amicynbnpuay Sanofi Chimie, France: -
KapTOHHY KOPOOKy CEP: Ne R1-CEP 2002-208-Rev 05
BKIaZleHW Wwnpvy, Ans (yTouHeHHs agpecu BupobHuka A®I) (holder
[03yBaHHSA address) - CEP: Ne R1-CEP 2002-208-Rev
06 (nogaBaHHs anbTepHaTUBHOIO NpoLecy
BMpobHuuTBa (Process B)). 3miH B
cneundikauii A®| He Bigbynocsa
106. | CONIAH® 200 MI Tabnetkun no 200 mr Ne TOB "CaHogi- YkpaiHa OENBOAPM PpaHuisi BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/4292/01/03
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
30 (10x3): no 10 ABeHTiC YKpaiHa" OIPKOH maTepianis: peuenmom
Tabnetok y 6nictepi; no 3MiHM | TUNY - NOAAHHSA OHOBIIEHOrO
3 6nictepu B KApTOHHIl cepTudikaTy BignoBigHOCTI €BponencuKol
KopobLi dapmakonei Bifg, 3aTBepaKEeHOro BUPOBHMKa
A®| Amicynbnpuay Sanofi Chimie, France: -
CEP: Ne R1-CEP 2002-208-Rev 05
(yTouHeHHs agpecu BupoGHuka AdPI) (holder
address); - CEP: Ne R1-CEP 2002-208-Rev
06 (aopaBaHHsA anbTepHaTUBHOIO NPOLECy
BMpo6HMUTBa (Process B)). 3miH B
cneuudikauii AP| He Bigbynocs
107. | cony-meapon MOPOLLIOK Ta PO3YNHHUK Mdpansep IHk. CLWA Mdpansep Benebriga BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/2047/01/01
ONs po3ynHy Ans MeHtodek4ypuHr MaTepianis: peuenmom
iH’ekuin no 40 mr/mn, 1 Benbria HB 3MiHuM | TUNY - 3miHa po3Mmipy cepil
dnakoH Tuny Act-O-Vial (BKrTroYalo4mM gianasoH po3mipy cepii)
(mBoemicHUIA prakoH) 3 roTOBOrO MikapCbKoro 3acoby (36inbLIeHHs
NOPOLLKOM Ta 0o 10 pasiB NOPIBHAHO i3 3aTBEPAHKEHUM
PO34YMHHUKOM (CNUPT po3mMipom) - 3anponoHoBaHo: 3 80 kr o 487,
6eHaunnosui (9 mr/mn), 53 kr (75,830 - 462,113 TeopeTU4HMX
BoAa Ans iH'exuin), no 1 oaMHNLB)
MJT Y KApTOHHI KOpooLUi
108. CNUPT ETUNOBUU PO34YMH CNNPTOBUIA 4NN ToBapwucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH A0 peecTpauinHnx 3a UA/10171/01/02
70 % 30BHILUHLOIO obmexeHo obmexeHo marepianis: peuenmom
3actocyBaHHs 70 % no BiAnNoBiganbHIiCTO BiANOBIgANbHICTIO 3MiHM | TUNY - BUNyYeHHs 3aTBEpPAKEHOro
50 mn a6o 100 mn'y "®apmaueBTuyHa "®apmaueBTuiHa BMpobHuka A®I ETaHon (96%) AN
drakoHax KOMMaHisi KOMMNaHisi «JlagwkuHcbknn 3aBog «Ekctpa» OAK
"3popos's" "3popos's" «YKkpmeanpomy», YkpaiHa; 3amiHum | Tuny —
He3HayHi 3MiHW y 3aTBEPDKEHUX MeToAax
KOHTporto sikocTi Ana APl etaHon 96% 3a
nokasHmkamy «OnTuYHa ryctmHay Ta
«MikpobionoriyHa yncToTa» (NpUBEAEHHS Y
BignoBigHicTe Ao Bumor EP); amitm Il Tuny -
BBeJEHHS HOBOro B1pobHuka A®I ETaHon
(96%) OepxxaBHe NinNpueMCTBO
«KUTOMUPCLKUIA Mikepo-ropinyaHuin 3asoay,
Ykpaina
109. | CMUPT ETUNOBUA PO34MH CNMPTOBUIA NSt ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/10171/01/01
96 % 30BHILUHLOIO obMmexeHo obMexeHow maTepianis: peuenmom
3actocyBaHHs 96 % no BiAnoBiganbHiCcTO BiANOBiganbHICTHO 3MiHW | TUMy - BUNYyYeHHS 3aTBEpPOKEHOro
50 mn a6o 100 mn y "®apmaueBTuyHa "®apmaueBTuiHa BMpobHuka A®I ETaHon (96%) AN
cdrakoHax KOMMaHisi KOMMNaHisi «JlagmwkunHcbknn 3aBog «Ekctpa» OAK
"3popos's" "3popos'a" «YKkpmeanpomy», YkpaiHa; 3amiHum | Tuny —

He3HayHi 3MiHM y 3aTBepMXeHNX MeTodax
KOHTporto sikocTi Ana APl etaHon 96% 3a
nokasHukamu «OnNTuUYHa ryctuHa» Ta
«MikpobionoriyHa YncToTay (NpUBEAEHHS Y
BiANoBiAHiCTb A0 BUMor EP); 3minm Il Tuny -
BBEeJEHHS HOBOro BMpobHuka APl ETaHon
(96%) OepxxaBHe NigNpUeEMCTBO
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n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

110.

«OKMTOMUPCBKNIA NiKEpO-ropinyaHni 3asoay,

YkpaiHa

111.

TAHAKAH®

TabneTku, BKPUTI
o6ornoHkoto, no 40 mr,
no 15 tabnetok y
GnicTepi; no 2 abo 6
BnicTepiB y KapTOHHIW
KopobLi

INCEH ®APMA

®paHuia

BO®YP INCEH
IHOYCTPI

DdpaHuis

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHu | Tuny - 3miHn wono
6e3nekv/edekTMBHOCTI Ta hbapmakoHarnagy.
BBeneHHs abo 3miHM J0 y3aranbHeHux
[AaHuX nNpo cuctemy hapmakoHarnsgy
(BBEAEHHS y3aranbHEHUX AaHUX NPO
cuctemy papmakoHarnsgy, amiHa
ynoBHOBaxeHoi ocobu, BignoBifanbHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHuKa ons
34iicHeHHs dapmakoHarnagy B YKpaiHi,
SIKLLO BOHA BiAMIHHA Bif yNMOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHs
dapmakoHarnsay (BKIOYarym KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
darina cuctemu chapmakoHarnsgy) - 3miHa
ynoBHOBaxeHoi ocobwu, BignoBifanbHoi 3a
3[incHeHHs dhapmakoHarnagy: MNponoHoBaHa
pepakuis — O-p Mitep Wynby (Peter Schulz).
3MiHa KOHTaKTHWUX OaHWUX YNOBHOBAaXEHOT
ocobu.
3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT 0cobtu
BiAMNOBiAanNbHOI 3a 34INCHEHHS
dapmakoHarnsgy B YkpaiHi

be3
peuenma

UA/9822/01/01

112.

TAProuna®

niodpinisat onsa po3ynHy
ans iH'ekuii no 400 wmr, 1
dnakoH 3 niodinizatom
y KOMMnekTi 3 1
amnyrno PO34YnHHMKA
no 3,2 mn ( Boga ansi
iH'EKLiN) B KAPTOHHIN
Kopoo6Li

TOB "CaHoi-
ABeHTIiC YKpaiHa"

YkpaiHa

CAHO®I C.IN.A.

ITanis

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu

Micusi NpoBaKeHHS AiSNbHOCTI
BMPOBHVKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMIOYa4u AinbHULI BUNYCKy cepii

abo Micue npoBeaeHHs1 KOHTPOIKO SKOCTI.

(misnbHicTb, 3a sy Bignosigae

BMPOBHMK/iMNOpTEp, BKIOYaKYX BUMYCK
cepiit) 3miHa Ha3Bu Ta agpecy BUPObHUKa,
6e3 3miHM Micusi BupobHuLTBa: BBEAEHHS
3MiH NPOTArom 6-Tn MicsiLiB nicnsi
3aTBEPOKEHHS.

3a
peuenmom

UA/9229/01/02

TBIHPUKC™ /
TWINRIX™
BAKLIMHA AN
NPO®INAKTUKM
FEMATUTIB A
(IHAKTUBOBAHA) |
B (AICOPEOBAHA)

CyCneHsisa Ans iH'ekuin
no 1 gosi (1 mn/gosy) y
nonepeaHL0
HanoBHeHoMy Lnpuui Ne
1 y KOMMIEKTi 3 rONKoo

nakcoCmiTKnsnH
Ekcnopr Nimitep

Benuka
BputaHisa

nakcoCmiTKnsanH
Bionoaxikans C.A.

Benbris

BHECEHHS 3MiH IO peecTpauiiHnX
marepianis:
3MiHuM | TUNY - 3miHa y napameTpax
crneundikaui Ta/abo JonycTUMUX MeX,
BM3Ha4eHuX y cneuudikauisx Ha APl, abo
BUXiAHWA/NPOMiXHUIA NpoayKT/peareHT, Lo
BVIKOPVCTOBYIOTbCS Y NpoLeci BUpobHMLTBa
A®I (y pasi BigcyTHOCTI MoHorpadii Ha AdI y

[dY, EBponelicbkint papmakonei abo iHLwWin

3a
peuernmom

UA/13056/01/01
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
HauioHanbHin hapmakonei gepxaeu €C,
3MiHa BHYTpILWHbOI cneyudikauii Ha
MoHorpadito HeodiLinHoi dhapmakonei abo
dapmakonei TpeTboi KpaiHu)
113. TEMOOAN® MOPOLLIOK AN PO34UHY LWepinr-Nnay LLisenuapis BMPOBOHMLTBO Himeuunna/ BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/4893/02/01
ans iHdysi no 100 wmr, CeHtpan lct Al Hepo3dacosaHoi Benebrisa marepianis: peuenmom
1 cpbrnakoH 3 NOpOLLUKOM Y npoaykuii, 3MiHM | TUNY - 3MiHa HaMeHyBaHHs Ta/abo
KapTOHHIl kopobui nepBuHHE agpecu Micua NpoBagKeHHs OisiNbHOCTI
nakyBaHHs Ta BMpPOBHWMKa (BKMoYakoum, 3a HeobXigHoCTi,
KOHTPOMb AKOCTI: MicLie MPOBEAEHHSA KOHTPOIIO AKOCTi), abo
Bakctep BnacHuka mactep-gaiina Ha Adl, abo
Onkonogxi MM6X, noctavanbHuka A®l/BuxigHoro
HimeuumnHa; matepiany/peareHTy/npoMiXXHOrO NMPOAYKTY,
BTOPUHHE LLIO 3aCTOCOBYOThCS Y BUPOOHULTBI ADI -
nakyBaHHs Ta 3MiHa HanMeHyBaHHsi BUpobHuka Ad|
[003Bifn Ha BUNYCK Temo3onomuay 6e3 amiHu micus
cepii: WepiHr- BUPOGHMLUTBA
Mnay Na6o H.B.,
Benbris
114. | TOPCUO® Tabnetkn no 5 mrno 10 MAT "dapmak" Ykpaina MAT "®apmak” Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/9173/01/01
Tabnetok y 6nictepi; no marepianis: peuenmom
1 abo no 3 6nictepu y 3MiHuM | TUNY - 3MiHa y MeTogax
nauui BUNPOOYBaHHA rOTOBOIO NikapcbKoro 3acoby
(ons npyvBedeHHN y BianosigHicTb 3 dY abo
€BponencbKkolo hapmakoneeto Ta BUNyYeHHs
NOCUNaHHA Ha 3acTapinuii BHYTPILLHIN MEeTOA,
BUNPOOYBaHHS i KOro Homep)
115. | TOPCUO® Tabnetkun no 10 mr no 10 MAT "dapmak” YkpaiHa MAT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/9173/01/02
Tabnetok y 6nictepi; no marepianis: peuenmom
1 abo no 3, abo no 9 3MiHM | TUNY - 3MiHa y MeToaax
GnicTepiB y navui BUNPoOYyBaHHS rOTOBOrO NiKapCbKoro 3acoby
(ons npvBefeHHN y BianoBigHicTb 3 dY abo
€BponencbKo hapmakoneeo Ta BUNy4YeHHs
NOCWUMNaHHS Ha 3acTapinuii BHYTPILLHIA MeToq
BUNPOBYBaHHS i KOro Homep)
116. | TPAKTOLUMUN PO34mMH ANS iH'ekuin, 7,5 PeppiHr MTM6X HimeyunHa BignosiganbHuin Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a UA/8850/02/01
mr/mn, no 0,9 mny 3a BUpPOGHMLTBO, Yecbka matepianis: 3miHu | Tuny - 3MiHK 3 sKOCTi. peuenmom
dnakoHi, no 1 dnakoHy nepBuHHE Pecnybnika [oToBWI Nikapcbkui 3aci6. 3MiHN y
B KAPTOHHI KopoobLi nakyBaHHs, BUpPOOHMUTBI. 3amiHa abo BBeAEHHS

KOHTPOIb AKOCTI
Ta BUMYyCK cepii
roToBOro
NPOAYKTY:
®eppiHr MM6X,
HimeyuunHa;
BignosiganbHun
3a BTOPVHHE
nakyBaHHs:
PeppiHr-NleuunBa,

[o4aTKoBOI AinbHULI BUpoBHULTBa Ans
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roTOBOro MikapCbKoro 3acoby (AinbHWUA Ans
BTOPWHHOIO MaKyBaHHS) - 3aMiHa BUPOOHWKa,

BignoBigansHOro 3a BTOPMHHE NakyBaHHS.
3MiHun | Tuny - 3MiHKM Wwopo
6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.

BBeneHHst abo 3MiHM [0 y3aranbHeHnx

[aHuX Npo cuctemMy dhapmakoHarnsgy
(BBEEHHS y3aranbHEHVX AaHNUX Npo




52

[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

a.c., Yecbka
Pecnybnika

cuctemy papmakoHarnsgy, amiHa
ynoBHOBaXeHoi ocobu, BignoBiganbHoi 3a
3AiNCHEHHSA apMakoHarnaay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHUKa Ans
3[icHeHHs hapmakoHarnagy B YkpaiHi,
SIKLLO BOHA BiAMIHHA Bi yNOBHOBaXEHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKOYarym KOHTaKTHI
[OaHi) Ta/abo 3MiHU y po3MmilLLeHHi MacTep-
anna cuctemu papmakoHarnsgy) -
YnoBHoBaxeHa ocoba, BignosigansHa 3a
3AiNCHEeHHA hapmakoHarnsgy: 3miHa
KOHTaKTHMX JaHNX YNOBHOBaXeHOi ocobu,
BiANOBiganNbHOI 3a 34INCHEHHS
apmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI ocobu 3 chapmakoHarnagy Ans
34iicHeHHs dhapmakoHarnagy B YKpaiHi.
BBeneHHs HomMepy Ta MiCLe3HaXOaKEHHs!
mMacTep-canny

117.

TPAKTOLUMN

KOHLeHTpaT Ans
PO34MHY AN iHY3in,
7,5 mr/mn, no 5 mny
dnakoHi; no 1 donakoHy
B KapTOHHI kopobui

DdeppiHr TM6X

HimeyumHa

BignosiganbHuin
3a BMPOOHMLTBO,
nepBuHHE
nakyBaHHs,
KOHTPOIb AKOCTI
Ta BUNyCK cepil
roToBOro
NpoJyKTy:
®eppiHr MTM6X,
HimeuuuHa;
BignosiganbHuit
3a BTOPUHHE
nakyBaHHsi:
®eppiHr-Nfleyvsa,
a.c., Yecbka
Pecnybnika

HimevuunHa/
Yecbka
Pecnybnika

BHECEHHS 3MiH 40 peecTpaLiiHmX
matepianis: 3miHu | Tuny - 3MiHK 3 AKOCTI.
[oToBWI Nikapcbkuii 3aci6. 3MiHKU Yy
BUPOOHMUTBI. 3amiHa abo BBeAEHHS
[04aTKOBOI AiNbHULI BUpObHMUTBA Anst
YacTuHM abo BCbOro BUPOGHMYOro npouecy
roToBOro fikapcbKoro 3acoby (AinbHUUsS Anst
BTOPWHHOIO MaKyBaHHS) - 3aMiHa BUPOOHWKa,
BiANOBIgaNbLHOroO 3a BTOPVMHHE MaKyBaHHS.
3MiHu | TUny - 3miHun Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BBeneHHs abo 3miHM J0 y3aranbHeHux
[AaHuX nNpo cuctemy chapmMakoHarnsgy
(BBEAEHHSA y3aranbHEHUX AaHUX MPO
cuctemy papmakoHarnsay, amiHa
ynoBHOBaXeHoi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapMaKkoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnagy 3asiBHuKa ons
34iicHeHHs dapmakoHarnagy B YkpaiHi,
AIKLLIO BOHA BiAMIHHA Bif, yTOBHOBaXeHOI
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHSA
dapmakoHarnsay (BKMoYarym KOHTaKTHI
AaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
(paina cuctemu papmakoHarnsgy) -
YnoBHoBa)eHa ocoba, BignosigansHa 3a
3aiicHeHHs bapmakoHarnsgy. 3miHa
KOHTaKTHUX JaHNUX YNOBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34INCHEHHS
cbapmakoHarnsgy. 3MiHa KOHTaKTHUX AaHUX
KOHTaKTHOI ocobu 3 dhapmakoHarnsgy ans

3a
peuenmom

UA/8850/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep

peecmpauiliHo2o

noceid4yeHHs1

3[icHeHHs hapmakoHarnagy B YkpaiHi.
BBeaeHHs HOMepy Ta MiCLe3HaXOMKEHHS
mactep-ganny

118.

TPUOEPM®

Masb no 15ra6o 30 ry
Ty6i; no 1 Ty6i B
KapTOHHiI kopobui

LWepinr-Mnay
CeHtpan lct Al

LLsenyapis

Wepinr-Mnay
Na6o H.B.

Benbria

BHECEHHS 3MiH 40 peecTpaLuiiHnX
marepianis:
3MiHM |l TRy - 3MiHK B IHCTPYKLiT Ans
MELMNYHOro 3aCTOCYBaHHS B PO3Ainu
"OcobnueocTi 3acTocyBaHHA", "MM0biYHi
peakuii"; HagaHi yTOYHEHHs 40 iCHYYOI
iH(opMaUii B po3ginu "®apmakonoriyHi
BnactmBocTi", "Cnocib 3acTocyBaHHs Ta
[03K1"; TaKoX KOPEroBaHO TEKCT B po3ainax
"MpoTunokasaHHs", "3acTocyBaHHs y nepioa
BariTHoOCTi abo rogyBaHHs rpyaar”,
"MepepnosyBaHHs". BBeaeHHs 3MiH
npoTArom 3 MicsALiB nicns 3aTBepAXeHHsA

3a
peuenmom

UA/2022/02/01

119.

TPONIKAMIA-
DAPMAK

Kpanni o4Hi 0,5 % no 5
mn abo no 10 mny
dnakoHi, no 1 donakoHy
B navuj

MAT "®apmak”

Ykpaina

MNAT "®apmak”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu

Micusi NPOBaMKEHHS AiNbHOCTI
BMPOBHVKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMOYauu AinbHULI BUNYCKy cepii

abo micue npoBeAeHHs1 KOHTPOSTO AKOCTI.
(misnbHiCTb, 3a AKky BignoBigae
BMPOGHMK/iMNOpTEp, BKIOYaKYM BUMYCK
cepiit) 3miHa agpecu BupobHuka MAT
"®Papmak”, YkpaiHa. BBegeHHs 3MiH
NpOTArom 6-T1 MicsLIB NiCNs 3aTBEPXKEHHS.

3a
peuenmom

UA/1199/01/01

120.

TPONIKAMIA-
DAPMAK

Kpanni o4Hi 1 % no 5 mn
abono 10 mny
dnakoHi, no 1 donakoHy
B navuj

MAT "®apmak”

Ykpaina

MNAT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnX
marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu

MiCUsi NPOBaPKEHHS AiNbHOCTI
BMPOBHMKa/iMnopTepa roToBOro NikapcbKoro
3acoby, BKMOYa4u AinbHuUL BUNycKy cepii

abo micLe NpoBeAeHHs1 KOHTPOSTKO AKOCTI.
(misnbHiCTb, 3a Aky BignoBinae
BMPOOHWK/iIMNOpTep, BKMHOYaO4M BUMYCK
cepivt) 3miHa agpecu BupobHuka MAT
"dapmak”, YkpaiHa. BBegeHHs 3MiH
NpoTArom 6-T1 MicsLIB NicNs 3aTBEPOXKEHHS.

3a
peuenmom

UA/1199/01/02

121.

T-CENT®

crpen Ans poToBoi
MOPOXHWHM, PO34nH, 1,5
mr/mn, no 30 mn y
drakoHi 3 NpUCTpoeEm
ANS PO3NUMIOBaHHS; No
1 dbnakoHy B KApTOHHIN
KopobLi

Amakca ®apma
nTa

Benuka
BputaHisa

ANCIEH MNonbda
XKewys Ec.En

Monblwa

BHECEHHS 3MiH IO peecTpauiiHnX
marepianis:
3MiHu | TRy - 3MiHK, NoB'sA3aHi 3
HeOoOXiAHICTIO MpUBEAEHHS Y BigMNOBIgHICT
0o moHorpadii ®Y abo €BponencbKoi
dapmakonei, abo iHLWoi HaLioHanbHOT
dapmakonei gepxasu €C (3miHa y
crneundikauisx, nos's3aHa 3i samiHamu B 1QY,
abo €sponeiicbkin hapmakonei, abo iHLWin

be3
peuenma

UA/13494/02/01
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[IponoBxeHHs nonarka 3

Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
HauioHanbHin apmakonei aepxasu €C) -
npuBegeHHs cneuudikauii APl y
BiANOBIQHICTb 4O Ajt0Yoro BUAaHHS
BpuTaHcbKoi hapmakonei, a came
BUITyYeHHs MoKa3HUKa «Baxki meTanm».
BBeAaeHHs 3MiH NpoTArom 6-TM micsuis
nicns 3aTBepAXeHHs
122. T-CENT® Tabnetku ans Amakca ®apma Benvka AWNCIEH MNonbda Monbla BHECEHHS 3MiH 0 peecTpauinHnx bes UA/13494/01/01
PO3MOKTYBaHHS No 3 Mr nTa BputaHis XKewys Ec.En. marepianis: peuenma
no 10 Tabnetok y 3MiHM | TUny - 3MiHK, NOB'sI3aHi 3
6nictepi; no 1 abo 2 HeobXiaHICTIO NpMBeAEHHS Y BiAMNOBIAHICTb
Gnictepn y KapTOHHIN Ao moHorpadii ®Y abo €sponencokoi
KopobLUi capmakonei, abo iHWOoi HaLlioHanbHOI
dapmakonei gepxasu €C (3miHa y
cneundikauisx, nos'a3aHa 3i amiHamu B DY,
abo €Bponeicbkin hapmakonei, abo iHLWin
HauioHanbHin chapmakonei aepxasu €C) -
npvBeaeHHst cneumdikauii ADI y
BiQNOBIQHICTb 40 Ait04Oro BMAaaHHA
BputaHcbkoi hapmakonei, a came
BUITYYEHHS NoKasHuka «Badxki meTtanu».
BBeaeHHsA 3MiH npoTArom 6-tm micauis
nicnsa 3aTBepAXeHHs
123. | T-TPIOMAKC PO34MH ANS iH'eKuin, 25 MpAT Ykpaina MpAT Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13848/01/01
Mr/mn no 2 mn a6o no 4 "®apmaLeBTUYHa "®apmMaueBTnYHa maTepianis: peuenmom
M B amnyni; no 5 dipma "OapHuuga" dipma "JapHunua" 3MiHM | TNy - 3miHa agpecu BupobHuka Ad|
aMnyn y KOHTYpPHin TioTpuasoniny, 6e3 3miHu micus
YapyHKOBIN ynakoBLi; No BMPOGHMLTBa. BBeaeHHA 3MiH npoTarom 6-
2 KOHTYPHI YapyHKOBI TN MicaUiB nNicnA 3aTBepAXXeHHSA
YNaKkoBKU y nayui
124. | YPANIT-Y® rpaHynu ans opanbHoro MELA dapma HimeuumHa Bunyck npoaykrty- HimeuunHa BHECEHHS 3MiH 0 peecTpauiiH1x maTtepianis 3a UA/7357/01/01
po3umnHy no 280 ry Mm6X eHp Ko. KI BUWMNYCK cepil: (noBTOPHUI po3rnag): peuyernmom
KOHTelHepi, no 1 MALAYC 'm6X, 3MiHu | TUny - 3MiHK Wwopo
KOHTEMHepy Y KOMMMeKTi Himeuumnna; 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay.
3 MipPHOO JTOXKOIO, BrpobHuuTBO in BeepneHHs abo 3miHn Jo y3aranbHeHux
iHOMKaTOPHUM ManepomM, bulk: [aHuX Npo cuctemy dpapmakoHarnsgy
KOHTPOSbHUM MNAHTEKCTPAK (BBEOEHHS y3ararnbHEHUX AaHWX Npo
KaneHgapem ta T 'm6X Ta Ko. KT, cuctemy cbapmakoHarnsagy, amiHa
3aTUCKaYeM y KapTOHHIl HimeyuuHa; YNOBHOBaXXEHOI 0CO0M, BiANOBiAanbHoI 3a
KopoO6Li HanoBHeHHs Ta 3AiNCHeHHs bapmakoHarnsay; KOHTakTHOT
nakyBaHHs: ocobu 3 hapmakoHarnagy 3asiBHUKa Ans
MALAYC 'm6X, 3[iNcHeHHs dphapmakoHarnagy B YkpaiHi,
HimeuuunHa AKLWO BOHa BiAMIHHA Bi YNOBHOBaXeHO|

ocobu, BignoBiganbHoi 3a 3AiINCHEHHS
dapmakoHarnsaay (BKIOYarUmM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3MmilLeHHi MacTep-
danna cuctemu papmakoHarnagy) -
[MponoHoBaHa pefakuisi: yNoBHOBaXeHa
ocoba BianosiganbHa 3a 30iNCHEeHHS
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n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

125.

DACHMIK

apmakoHarnsgy — Balwant Heer, koHTakTHa
ocoba BianosiganbHa 3a 30iNCHEHHS

apmakoHarnsay B YkpaiHi — basunescbka

HOnisi BanepiiBHa. 3MiHa KOHTAKTHUX faHUX

yNOBHOBaXeHOoi 0cobu. 3MiHa KOHTaKTHMX
[aHMX KOHTaKTHOI ocobu. 3miHa micus
30iNCHEeHHSI OCHOBHOI AisinbHOCTI. 3MiHa
HOMepy Ta MiCLle3HaxodXXeHHsA MacTep-

danny

126.

®EHA3ENAM

TabneTkn, BKPUTI
o6onoHkoto, no 400 mr
no 6 Tabnetoky
6nicTepi; no 1 6nictepy
B KapTOHHIN nayui

3amboH C.M.A.

ITania

3amboH C.IM.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLuiiHnX
MaTepianis:
3MiHu | Tuny - 3miHun wopo
6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy.
BBeneHHs abo 3miHM J0 y3aranbHeHux
AaHuX npo cuctemy bapmakoHarnsgy
(BBEOEHHSA y3aranbHEHVX AaHNX Npo
cuctemy papmakoHarnsgy, amiHa
yNoBHOBaXeHOoI ocobw, BiANOBiAanbHOI 3a
3AiNCHeHH: hbapmakoHarnsay; KOHTakTHOT
ocobu 3 chapmakoHarnagy 3asiBHuKa ons
3[iNCcHeHHs dhapmakoHarnagy B YkpaiHi,
AKWO BOHa BiAMIHHA Bif YNOBHOBaXeHO1
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
dapmakoHarnsaay (BKMOYaymn KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-
(hainna cuctemu papmakoHarnagy) -
[MponoHoBaHa pefakuisi: YNoBHOBaXeHa
ocoba 3 chapmakoHarnsgy —Mapis Jlyisa
BoHypa, koHTakTHa ocoba 3
dapmakoHarnsagy B YkpaiHi — Kyuma
Bonoanmup Onekcanaposuy. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXEHOI 0cobu 3
dapmakoHarnsgy Ta KOHTakTHOi ocobu 3
hapmakoHarnagy B YkpaiHi

be3
peuenma

UA/5137/02/01

127.

®EHA3SENAM® IC

nopoLuLok (cybcTaHuist) y
nakeTax noaBivHWX i3
NniBK1 NONieTUNEHOBOI
ans hapmaueBTUYHOro
3acTocyBaHHA

ToBapwucTtBo 3
[0aTKOBOKO
BiANoBiganbHiICTIO
"IHTEPXIM"

YkpaiHa

TosapucTBo 3
[08aTKOBOK
BignoBiganbHIiCcTIO
"IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHu | TUNY - 3miHa y MeTogax
BunpobysaHHa APl abo BuxigHOro
marepiany/nMpoMiXXHOro NpoayKTy/peareHTy,
L0 BYKOPUCTOBYETLCS Y NPOLIECI
BUpOGHMUTBa ADI (iHLWi 3MiHM y MeTodax
BMNPOBYBaHHS (BKIoYaoym 3amiHy abo
nonoBHeHHs1) A®l abo BUXigHOro/npomMixxHoro
NPOAYKTY)

UA/4690/01/01

Tabnetku no 0,0005 r no
10 TabneTok y 6nictepi;

no 5 Gnictepis y nayui 3

KapTOHY

ToBapucTtBo 3
[0AaTKOBOK
BiAnoBiganbHIiCTO
"IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[04aTKOBO
BiANOBiganbHICTHO
"IHTEPXIM",
YkpaiHa,

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHnX
maTepianis:
3MiHM | TUNY - 3MiHa y MeToaax
BunpobyBaHHa APl abo BMXigHOTO

MaTepiany/npoMiKHOro NpoayKTy/peareHTy,

3a
peuernmom

UA/8564/01/01
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Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

(BMPOBHUK,
BignoBiganbHUn
3a BUNYCK cepii;
BMNPOOYBaHHS
KOHTPOIMIO AKOCTI
(disnyHi/XiMiYHI,
MikpoGionoriyHa

yncToTa),

36epiraHHs
roToBOI NPOAYKLIT;
BUPOGHMLTBO,
36epiraHHs
(roToBoi
npoayKuir,
CMPOBWHM Ta
marepianis);
BMNpPoOYBaHHS
KOHTPOTHO
AKocTi (dpisnyHi/xim
iyHi)

LLIO BUKOPUCTOBYETLCS Y NPOLIECI
BMpo6HMUTBa ADI (iHLWi 3MiHM y MeTodax
BMNPOOYBaHHS (BKMoyaroum 3amivy abo

ponoBHeHHs) A®l abo BUXigHOro/nMpomMixxHoro
npoayKTy)

128.

®EHASENAM® IC

Tabnetku no 0,001 r no
10 Tabnetok y 6nictepi;
no 2 a6o no 5 6nictepis
y nayui 3 KApTOHY

ToBapwucTBo 3
004aTKOBOK
BiANOBiganbHICTIO
"IHTEPXIM"

Ykpaina

ToBapucTBo 3
[00aTKOBOO
BigNoBiganbHIiCTIO
"IHTEPXIM",
YkpaiHa,
(BUPOBHUK,
BignoBiganbHUn
3a BMNYCK cepil;
BUNpPOOYBaHHs
KOHTPOIIO SIKOCTI
(disnyHi/XiMiYHi,
MikpobionoriyHa
uncToTa),
36epiraHHs
roToBOI NPOAYKUIT;
BMPOBHMLTBO,
36epiraHHs
(roToBoi
npoaykKuii,
CUPOBWHM Ta
marepianis);
BMNPOOYBaHHS
KOHTpOTO
skocTi (pi3nyHi/xim
iYHi)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauifiHnX
MaTepianis:
3MiHuM | TUNY - 3MiHa y MeTogax
BunpobyeaHHa APl abo BMxigHOrO
maTepiany/npoMixXHOro NpoayKTy/peareHTy,
L0 BYKOPUCTOBYETLCS Y NPOLIEC
BMpOGHMUTBa ADI (iHWi 3MiHM y MeToAax
BUNpobyBaHHs (BKMoYakoum 3amiHy abo
ponoBHeHHs) A®l abo BUXigHOro/npomMixxHoro
NPOAYKTY)

3a
peuernmom

UA/8564/01/02

129.

®EHA3ENAM® IC

Tabnetku no 0,0025 r no
10 TabneTok y 6nictepi;
no 2 6nictepu B nayui 3
KapTOHY

ToBapucTtBo 3
[0AaTKOBOK
BiAnoBiganbHIiCTO
"IHTEPXIM"

YkpaiHa

TosapucTBo 3
[04aTKOBO
BiANOBiganbHICTHO
"IHTEPXIM",

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
maTepianis:
3MiHM | TUNY - 3MiHa y MeToaax
BunpobyBaHHa APl abo BuxigHOro

3a
peuernmom

UA/8564/01/03
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
YkpaiHa, marepiany/npoMiXXHOro NnpodyKTy/peareHTy,
(BMPOBHWK, LLIO BMKOPUCTOBYETLCS Y NPOLIEC
BignosiganbHUM BMPOGHMUTBa ADI (iHLWi 3MiHM y MeTodax
3a BUNycK cepii; BUNpobyBaHHs (BKMoYakoum 3amiHy abo
BMNpPOOYBaHHS ponoBHeHHs) A®| abo BUxigHOro/nmpomMixxHoro
KOHTPOIIO SKOCTI npoaykTy)
(disnyHi/XiMiYHiI,
MikpoGionoriyHa
uncroTa),
36epiraHHs
roToBOI NPOJYKUIT;
BMPOBHMLTBO,
36epiraHHs
(roToBoi
npoayKuit,
CMPOBWHM Ta
marepianis);
BMNPOOYBaHHS
KOHTpOIO
AkocTi (pi3nyHi/xim
iYHi)
130. PEHIMNAWNH- Kpanni opanbHi, po3yuH, ToBapwucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauinHnX 3a UA/7885/02/01
300POB'A 20 mr/mn no 10 mn a6o obMexeHow obmexeHoto matepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI peuenmom
no 20 mn y dnakoHi 3 BiAMOBIAAMbHICTIO BiAMOBIAAMNbLHICTIO 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu
npobkoto-kpanenbHuuelo | "®apmaueBTUYHa "®apmMaueBTnYHa 3asiBHUKA (BnacHWKa peecTpauinHoro
Ta KpuLLKoto; o 1 KOMnaHis KOMnaHis NnocBiYeHHs1) 3MiHa agpecy 3asiBHKKA.
dnakoHy B kopobuii 3 "3popos's" "3popos's" BBeaeHHs 3miH npoTarom 6-Tu micauis nicns
KapTOHY 3aTBEPOKEHHS
3miHu | TUNy - AgMiHicTpaTuBHI 3MiHW. 3MiHa
HaviMeHyBaHHs1 Ta/abo agpecu Micus
NPOBafXeHHS QisinbHOCTI
BMPOOHWKa/imnopTepa roToBoro fikapcbkoro
3acoby, BKMIOYa4u AinbHULL BUNYCKY cepii
abo micue npoBeAeHHs! KOHTPOIO SKOCTI.
(misnbHicTb, 3a sy Bignosigae
BMPOBHMK/iMNOpTEp, BKIOYaKYX BUMYCK
cepiit) 3miHa agpecu BUpobHUuKka, 6e3 3MiHu
Micus BUPOOHULTBA:
BBepneHHs 3MiH NnpoTsarom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
131. | ®EHOBAPBITAN nopoLuok (cybcTaHuist) y MAT "dapmak” YkpaiHa XapmeH diHoxem IHgis BHECEHHS 3MiH [0 peecTpauiiHuX - UA/11324/01/01

noaginHNX
NonieTUNEeHOBMX MilLKax
anst hapMaueBTUYHOro
3aCTOCyBaHHs

Nra.

maTepianis: 3MiHu | Tvny - 3MiHK 3 AKOCTI.
Ceptudikat BignosigHocTi/lE-cepTudikat
BiANOBIAHOCTI €EBpONENChHKIl

dapmakonei/moHorpadii. NogaHHA HoBOro
abo oHoBREHOro cepTudikaTta BianoBIgHOCTI
abo BuUny4eHHs1 cepTudgikata BignoBiaHoCTI
€Bponencekin dapmakonei: gna A®l; ans
BMXiQHOrO MaTtepiany/peareHTy/npomixxHOro
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUpo6HMUTBI APl; ANs [ONOMKHOI pe4YOBUHM
(cepTudikat BignoBigHOCTI €BpoNeEnchbKin
dapmackonei) - OHoBNeHWn cepTudikaT Bif,
yXe 3aTBepA)XeHoro BUpobHMKa - noaaHHs
oHosneHoro CepTtudikata R1-CEP 2003-
017-Rev 03 gns APl deHobapbitan Big BXxe
3aTBepAkeHoro BMpobHuka Harman
Finochem Ltd., India, sikuit 3miHnB agpecy
BUPOBHMYOI OinbHUL.

132.

®JIAMMETIC®

niodpinisat ansa posynHy
ans iHdysii no 100 mry
cnakoHi Ne 1

CennTpioH
Xenskeap Ko., Jltg

Pecnybnika
Kopes

CEJINTPIOH, IHk.,
Pecny6bnika Kopes
(BUpOBHMLTBO
roToBOro
npenapary,
nepBuHHE
nakyBaHHs,
BTOPWHHE
nakyBaHHs, BUMyCK
cepii); 3AT
dapmMaueBTUYHUIA
3aBop ErIC,
YropwmHa
(BTOPYHHE
nakyBaHHs)

Pecny6nika
Kopes/
YropLuHa

BHECEHHS 3MiH 40 peecTpaLiiHMX
marepianis:
3MiHuM | TUNY - 3MiHa y MeTogax
BMNpPoOYyBaHHS rOTOBOrO NikapCbkoro 3acoby
- NPVBEAEHHS ONWCY METOAMKMN
BioakTusHicTe B AH[ y BignoBigHicTb Ao
mMaTepianie dipMu-BnpobHuKa, 6e3 3amiHu
3aTBEPKEHOI METOANKN BUNPOOYBaHHSA Ta
KpUTEpITB NPUAHATHOCTI; NPUBEOEHHS ONUCY
METOAMKM BU3HAYEHHS CTOPOHHIX JOMILLOK
MeToAoM ekckntosmeHoi BEPX B AHL y
BiANOBIOHICTb 4O MaTepianiB ipMu-
BUpOGHMKa, 6e3 3MiHN 3aTBEPAKEHOI
MeToAVKM BUMPOOYBaHHA Ta KpuTepiis
NPUAHSITHOCTI; BUIMYYEHHS ONUCY METOAMKN
3a nokasHukom CTepunbHicTb 3 AH[ 3i
30epexeHHaAM nocunaHHs Ha Eur.Ph.;
NpuBEAEHHS ONUCY METOAUKN BU3HAYEHHS
Konboposocti B AH[] y BignoBigHiCTb A0
matepianis dipMu-smpobHuka. Kputepii
NPUNHATHOCTI HE 3MIHIOIOTLCS; BUMYYEHHS
onucy meTtoay 3a nokasHukom bakrepianbHi
eHaoToKkeuHM 3 AH[L i3 36epexxeHHsam
nocunaHHs Ha Eur.Ph.; npueeaeHHs onucy
MEeTOAMKM BU3Ha4YeHHs BmicT 6inky B AHO y
Bi4NOBIgHICTb 4O MaTepianisB ipMu-
BMPOGHMKa, 6e3 3MiHM 3aTBEpOXEHOT
MeToAVKM BUNPOOYBaHHS Ta KpUTepiis
NPUAHSATHOCTI; BUIYy4YEHHS Onucy MeToay 3a
nokasHukom baktepianbHi eHOOTOKCUHM 3
AH[ i3 36epexeHHaM nocunanHs Ha Eur.Ph.

3a
peuenmom

UA/13090/01/01

133.

oJyimyumn

Tabnetku wmnydi no 600
Mr no 2 Tabnetku y
GnicTepi; no 5 Gnictepis
Y KapTOHHIN nayui

3amboH C.IM.A.

ITania

3amM06oH
Caituepnang Nta

LLiBenuapis

BHECEHHS 3MiH IO peecTpauiiHnX
maTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
BBepneHHs abo 3miHM A0 y3aranbHeHWX
AaHuX Npo cuctemy dapmakoHarnagy
(BBEOEHHS y3aranbHEHUX AaHWX Npo
cuctemy cpapmakoHarnsgy, 3amiHa

be3
peuenma

UA/3083/01/01
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[IponoBxeHHs nonarka 3

n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

134.

ynoBHOBaXeHoi ocobwu, BignoBiganbHoi 3a
3AiNCHEHHS dhapMaKkoHarnsay; KOHTaKTHOI
ocobu 3 chapmakoHarnaay 3asiBHUKa ans
3[icHeHHs hapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BigMiHHA Bif, yNOBHOBaXeHOI
ocobu, BignoBigansHoi 3a 3aiNCHEHHS
dapmakoHarnsaay (BKMOYarUmM KOHTaKTHI
OaHi) Ta/abo 3MiHM y po3milLeHHi MacTep-
danna cuctemu papmakoHarnagy) -
[MponoHoBaHa peaakuis: YnoBHOBaxeHa
ocoba 3 chapmakoHarnsgy —Mapis Jlyisa
BoHypa, koHTakTHa ocoba 3
apmakoHarnsgy B YkpaiHi — Kyuma
Bonoammup OnekcaHgposuy. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXEHOI 0cobu 3
hapmakoHarnsigy Ta KOHTakTHoi ocobu 3
hapmakoHarnagy B YkpaiHi

135.

onyimyumn

rpaHynv ansi opanbHoOro
po34mHy, 200 mr/1 r o 1
r (200 mr/1 r) rpaHyn y
nakeTi; no 20 nakeTiB y
KapTOHHIN nayui

3amboH C.IM.A.

ITanis

3amboH
CeiTuepnang Jita.

LLisevinapisa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis:
3MiHu | Tuny - 3miHn Wwopo
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BBeneHHsA abo 3miHM A0 y3aranbHeHWX
AaHuX Npo cuctemy dapmakoHarnagy
(BBEAEHHS y3aranbHEHUX AaHWX Npo
cuctemy papmakoHarnsay, amiHa
ynoBHOBaXeHoi ocobu, BignoBiganbHoi 3a
3AiNCHEHHA hapmaKkoHarnsay; KOHTaKTHOI
ocobwu 3 hapmakoHarnsgy 3asBHUKa Ans
34iicHeHHs dapmakoHarnagy B YkpaiHi,
SIKLLO BOHa BiAMIHHA Bif yNMOBHOBaXEHOT
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHNA
apmakoHarnagy (BKMOYayM KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MilLileHHi MacTep-
(hainna cuctemu papmakoHarnagy) -
[MponoHoBaHa pefakuis: YnoBHOBaxeHa
ocoba 3 papmakoHarnagy —Mapis Jlyisa
BoHypa, koHTakTHa ocoba 3
hapmakoHarnsgy B YkpaiHi — Kyuma
Bonognmup Onekcanaposuy. 3miHa
KOHTaKTHWX AAHWNX YNOBHOBaXeHOT 0cobu 3
(hapmakoHarnsigy Ta KOHTakTHoi ocobu 3
dapmakoHarnsgy B YkpaiHi

bes3
peuenma

UA/3083/02/02

DIYTAPAPM®

Tabnetku no 0,25 r no
10 TabneTok y 6nictepi;
no 5 Gnictepis y nayui 3
KapTOHY

MAT "®dapmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
maTepianis:
3MiHM | TUNY - 3miHa po3Mmipy cepii
(BkntoYar4m gianasoH po3mipy cepii)
roTOBOrO MikapCbKoro 3acoby (36inbLUeHHS
0o 10 pasiB NOpiBHSHO i3 3aTBEPIKEHUM
PO3MipoM) - BBEIEHHS1 104aTKOBOro po3mipy

3a
peuernmom

UA/7358/01/01




60 [IponoBxeHHs nonarka 3
Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
cepii roToBoro nikapcbKoro 3acoby.
B3anponoHoBaHo: 108 kr (166,153 Tuc.
Tabn.); doaaTtkoBuin po3mip cepii: 220 kr
(338,461 T1c. Tabn.)
136. DIYTAPAPM® Tabnetku no 0,125 r no MAT "dapmak" Ykpaina MAT "®dapmak” Ykpaina BHECEHHS 3MiH [0 peecTpauifiHnX 3a UA/14087/01/01
DEMIHA 10 Tabnetok y 6nictepi; marepianis: peuenmom
no 5 Gnictepis y nayui 3 3MiHM | TUNY - 3miHa po3Mipy cepii
KapTOHY (BKrntoyaro4m gianasoH po3mipy cepii)
roTOBOrO MikapCbKoro 3acoby (36inbLIeHHst
0o 10 pasiB NopiBHSHO i3 3aTBEPIYKEHUM
pO3MipoM) - BBEAEHHS [OAATKOBKX PO3MIpiB
cepin: 3anponoHoBaHo: 54 kr (166,153 Tuc.
Tabn.) Ta gopaTkoBo: 220 kr (676,923 Tuc.
Tabn.) Ta 440 kr (1354,846 Tuc. Tabn.)
137. | ®ONIrPA®™ niodinisaTt Ana po3ynHy Bxapat Cipamc IHAisA Bxapat Cipamc IHAaisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13073/01/01
anst iv’ekuin no 75 MO y eHg BakuuHe eHp BakumHc MaTepianis: peuenmom
dnakoHi Ne 1y Niviteq Timiteq 3MiHM | Tny - 3mMiHa napameTpis
KOMMMEKTi 3 cneuudikauin Ta/abo OMyCTUMUX MEX
po34rHHKKOM no 0,5 mn roTOBOrO fiKapCbKOro 3acoby - 3BYXXEHHS
B amnyni Ne 1 AOMNYCTUMUX MEX 38 MOKa3HUKOM SKOCTi
"BakTepianbHi eHOOTOKCMHW" y cneumdikauii
NS roTOBOro MikapCbKoro 3acoby.
3anponoHoBaHo: MeHwe 30 EO/75 MO
138. | ®ONIrPA®™ niodinisaTt Ana po3ynHy Bxapat Cipamc IHAisA Bxapat Cipamc IHAaisa BHECEHHS 3MiH [0 peecTpauiiHnX 3a UA/13073/01/02
ans iv’ekuin no 150 MO eHa BakuuHe eHp BakumHc maTepianis: peuenmom
y dnakoHi Ne 1y Nimiteq Timiteq 3MiHM | TUny - 3mMiHa napameTpis
KOMMNIEKTi 3 cneundikaui Ta/abo gonycTUMMX MEX
pO34mHHKKOM no 0,5 mn roTOBOrO MiKapCbKOro 3acoby - 3BYXEHHS
B amnyni Ne 1 AOMNYCTUMUX MEX 32 MOKa3HUKOM SKOCTi
"BakTepianbHi eHOOTOKCUMHN" y cneundikaii
NS roTOBOro MikapCbKoro 3acoby.
3anponoHoBaHo: MeHwe 30 EO/75 MO
139. | ®PIBPIC cupon, 2,5 mr/5 mn no Mini Xenckepe Benuka pakype IHAgis BHECEHHS 3MiH [0 peecTpauiiHnX be3 UA/6853/02/01
100 mn y conakoHi, no 1 Nimiteq BpuTaHis dapmacbioTikanc maTepianis: peuenma
drakoHy 3 MipHO nTa BUMPABIIEHHS TEXHIYHUX MOMWIOK,

TIOXXEYKO0 B KAPTOHHIN
Kopoo6Li

OOnyLEeHNX Npy NpoBeaeHHi npoueaypuy
nepepeecTpaldiii, sika 3aTBepKkeHa Hakasom
MOS Ykpainu Big 15.02.13 Ne 128 B mexax
O[iHOrO AOKYMEHTY: B cneumdikauii kputepii

NPUNHATHOCTI AN noka3Huka MBY
3a3HaYeHo BipHO: 3aranbHe Y1Cro aepobHMX
mikpoopraHiamis (TAMC) — He Ginbie 100

KYO/mn, 3aranbHe Yvcno ApiKaAXOBUX Ta
nnicenesux rpmbis (TYMC) — He 6GinbLue 10

KYO/mn, B MeToaMLI AONYLLEHO NMOMUIIKY:
3aTBepakeHo (He Binbwe 1000 KYO/mn, He

6inbwe 100 KYO/mn); 3anponoHoBaHo:
3aranbHe 41cro aepobHMX MiKpOOpraHiamis
(TAMC) — He 6inble 100 KYO/mn, 3aranbHe
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[IponoBxeHHs nonarka 3

Ne
n/n

Hasea nikapcbko20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
eionycky

Homep
peecmpauiliHo2o
noceid4yeHHs

YMCNO APDKIKOBMX Ta NniceHeBuX rpnbis
(TYMC) — He 6Ginblie 10 KYO/mn

140.

Xnoeoomninty
EKCTPAKT r'YCTUU

€eKCTPaKT rycTui
(cybcTaHuis) y nakeTtax 3
nniBkW NoniMepHoI Ans
dapmaLleBTU4HOro
3aCTOCYBaHHS

TOB "OocnigHui
3aBog "MHUNC"

Ykpaina

TOB "OocnigHui
3asog "MHUNC"

Ykpaina

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | Tuny - 3miHuM 3 AKocTi.
A®I. Cuctema KOHTENHep/3aKynoproBanbHUi
3aci6. 3miHa y 6e3nocepeHin ynakosui API
(sikicHi Ta/abo KinbkKicHi 3miHK cknagy) -
3aMiHa nakyBanbHOro Matepiany:
3aTBepakeHo: GaHku 3i cknomacu 3
rBUHTOBOIO FOPMOBMHOIO 3 NACTMACOBUMM
KpULLIKaMK, L0 HarBUHYYIOTBCS i
NpOoKnagkaMun 3 KapTOoHY NMPOKNaAo4HOro
3anponoHoBaHo: [epBMHHa - NakeTyn 3
nniekx nonimepHoi BropnHHa — 6o4km
nnacTmMacosi.

UA/5553/01/01

141.

LETPUNEB CUPOIN

cupon, 2,5 mr/5mn no 30
M abo no 50 mn abo no
100 mn cupony y
dnakoHi; no 1 donakoHy
3 MiPHUM KOBMAaYKOM Y
KapTOHHIN kopobLi

€Bpo Jlandkep
Nto

Benuka
BputaHis

OLIC Nimiten

IHAis

BHECEHHS 3MiH 40 peecTpaLiiHMX
matepianis: 3miHu Il Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsaay.
BHeceHHs abo 3miHa(1) 0o 3060B'A3aHb Ta
YMOB BMAa4i peecTpaLiiHOro NoceBiavYeHHs,
BKNtoyatoun MNnaH ynpaeniHHA pusukamm
(3acTocyBaHHs 3miH(K), siki(a) BUMaraoTb(€)
noAanbLIoro 06rpyHTyBaHHS HOBUMM
[0AATKOBMM AaHWMMU, L0 MaloTb
HaJaBaTMCA KOMMETEHTHUM OpraHoMm,
OCKiNbKN BUMaraeTbCA CyTTEBA OLiHKa
KOMMNETEHTHUM OpraHoM) BukoHaHHs
30608's13aHb BiANOBIAHO 40 NianyHKTy 1.13
nyHKTY 1, NignyHkTy 2.3 nyHKTY 2 goaatky 15
Ao lMopsaky NpoBeAeHHS ekcrnepTnan
peecTpauiiHux MaTepianiB Ha fikapcbki
3acobu, Lo NoJalTbCA Ha AepXKaBHY
peecTpaLiio (nepepeecTpadiio), a Takox
eKcnepTusn marepianis NPo BHECEHHSA 3MiH
00 peecTpauiiHux maTepianis NnpoTarom Aii
peecTpaLiiHOro NoCBigYeHHs,
3aTBepakeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3
Big 23.07.2015 Ne 460).

6e3
peuenma

UA/9079/02/01

142.

LUWHKOBA MA3b

ma3b 10 % no20ry
Ty6ax

TOB
"TepHodapm"

YkpaiHa

TOB
"TepHodhapm"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauinHnx
marepianis:
3MiHn | TUNYy - nogaHHs oHosneHoro CEP Big
BXEe 3aTBepaKeHoro BMpobHuka cybcTaHuil
LinHky okcuay i3 3MiHOH Ha3BM AaHoi dipmu
Ha EVERZINC NEDERLAND B.V.,
Higepnangn. Micue3HaxomxeHHs
BMPOBHMYOT AiNbHULI Ta yCi BUPOOHWUI
onepadii 3anuLIatTbCst HE3MIHHUMMU.
3anponoHoBaHo: RO-CEP 2012-347-Rev 02;

6e3
peuenma

UA/0406/01/01
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Ne Hasea nikapcbko20 ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/n 3acoby eionycky peecmpayiliHo2o
noceidYyeHHs1
3MiHu |l TUNY — BBEAEHHS [,OOATKOBOIro
BMpOGHMKa cybcTaHuii LinHky okecmay dipmum
Shandong Haihua Jinzhong Zinc Industry
Co., Ltd., China 3 HagaHHaAM macTep-tanina
Ha ADI
143. UMnPAMIN TabneTku, BKpUTI Jlynn6ek Ekcnopt [aHis Bupo6HuuTBO [anis BHECEHHS 3MiH 0 peecTpauinHux 3a UA/2210/01/02
NNiBKOBOK 0BGONOHKOLD, A/C Hepo3dacoBaHOro marepianis: 3MiHu | TUNy - AgMiHICTpaTUBHI peuenmom
no 20 mr no 14 Tabnetok npoaykKTy, 3MiHW. 3miHa HaliMeHyBaHHs Ta/abo agpecu
y GnicTepi; no 2 nepBuHHE Ta Micusi NPOBaMKEHHS AiSNbHOCTI
GricTepu B KAPTOHHIN BTOPUHHE BUPOGHMKa/iMnopTepa rotToBoro nikapcbkoro
Kopobui nakyBaHHs, BUNYCK 3acoby, BKMOYauu AinbHULI BUNYCKy cepii
cepin: abo micue npoBeAeHHs1 KOHTPOSTO AKOCTI.
X. Ilynpbek A/C, (misnbHicTb, 3a sKy Bignosigae
Danis; BMPOGHMK/iIMNOpTEp, HE BKIOYaUM BUMYCK
BunpobyBaHHs 3a cepin) -
NOKa3HUKOM 3MiHa Ha3BM Ta agpecy AinbHULI, sika
«MikpobionoriyHa BignoBigae 3a MikpobionoriYHWM KOHTponb (B
yucroTanr: 3aTBepokeHomy posaini 3.2.P.3.1.
EypodiHc Bupo6BHMKM 3a3HaYEHO OinbHULO 3
Biogapma HacTyrnHol Ha3Boto Ta agpecoto: Eurofins
MpopakT TecTiHr Pharma A/S Oernebjergvej 1 DK-2600
Hexmapk A/C, Glostrup Denmark). BuHeceHHs BUpobHMKa,
[aHia Lo Bignosigae 3a BUNpobyBaHHSA 3a

nokasHukom «MikpobionoriyHa uncrora» B
MKA N3 (ganuii BUpobHUK ByB NpuUCyTHIl B
maTepianax peecTpauifiHoro JOCLE).
3a3HayeHHst BUpobHNUMX dpyHKLin Ans
3aTBEPAKEHUX BUPOOHMKIB

B.o. HayanbHUKa YnpaBniHHA ¢papmaueBTUYHOI
AIANbHOCTI Ta AKOCTi papmMaueBTUYHOI NpoAayKLUil

H.B. lN'yuan




