NEPENIK
NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJOMN4YHUX NMPEMAPATIB), WWOAO AKUX BYNU BHECEHI 3MIHM 10
PEECTPALUINHUX MATEPIANIB, AKI BHOCATBLCA OO AEP>XXABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHU

HdopaTtok 3

no Haka3sy MiHictepcTBa OXOpOHM
300poB’A YKpaiHu
29.05.2019 Ne 1194

KapTOHHI kopobuii

BUNPOOYBaHHA Ha
CTEPUNbHICTb Ta
GakTepianbHi
€HA,0TOKCWHM:
Bertep ®apma-
PepturyHr MmoXi
Ko KT, HimeuunHa
BunpobyBaHHa Ha
CTepUnbHICTb Ta
6akTepianbHi
€HA,0TOKCUHM:
Bertep ®apma-
®epruryHr Mo Xi
Ko KT, Hime4yunHa
Bertep ®apma-
Peprurydr MmoXi
Ko KT, HimeuwunHa
Bunpob yBaHHs
KOHTPOIO SIKOCTi
(kpim
BMNPODYBaHHA Ha
CTepUnbHICTb Ta
GakTepianbHi
EHIOTOKCUHW):

BiAnoBiganbHOI 3a 3AiMCHEHHA hapMakoHarnsany;
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ansi
30iNCHEHHa dhapmakoHarnsay B YKpaiHi, SKLLO BOHa

BigMiHHa Bif YNIOBHOBaXX€HOI 0cobu, BignosiganbHoi 3a
30iNCHEHHA bapMmakoHarnsay (BKYaryy KOHTaKTHI fAaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
hapmakoHarnsigy) - 3miHa KoOHTaKTHoOI ocobu ,
BignoBiganbHOI 3a 34iMCHeHHA hapMakoHarnsay B YKpaiHi.
[Hitoya pepakuis — Moy TeTsaHa KOpiiBHa. MponoHoBaHa
penakuis — MowHiHa Onbra IBaHiBHa. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobu, BianoBiganbHOI 3a 34iiCHEeHHS
apmakoHarnaay B YkpaiHi. 3MiHa KOHTAKTHUX OaHuX
JMIOBHOBa)XEHOI  0CODU 3asiBHVKA, BiAnoBiganbHoi 3a
30iViCHEHHs cbapmakoHarnsgy. 3miHa Micus 34iCHEHHS

OCHOBHOI AifANbHOCTI 3 papmakoHarnsgy. 3miHa

MiCLLE3HaxX04KEHHA MacTep-hainna cuctemm
dapmakoHarnaay.

Ne Haszea ®Popma eunycky 3as8HUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoeu Homep
n/n JNiKapcbKO20 eidnycky peecmpayitiHo
3acoby 20
noceidyeHHs1
1. ArBAHTAP PO34MH 4715 OpanbHOro TOB "Epcenb Ykpai Ha LaHenb Megikan IpnaHgis BHECEHHS 3MiH A0 peecTpauivHix marepianis: 3MiHv | Tuny - be3 UA/11554/01/01
3actocyBaHHa 20%, ro ®apma YkpaiHa" 3MiHu 3 sKocTi. FoToBuiA nikapcbkuii 3aci6. 3MiHn y peuyenma
30 mn a6o 100 mny BMPOOHULTBI. 3MiHa po3mipy cepii (BktoYaroum AianasoH
KOHTeViHepi; no 1 po3Mmipy cepii) roTOBOro MikapcbKoro 3acoby (3MeHLUeHHs A0
KOHTE/HepY pa3om 3 10 pasiB) - BBeAeHHs AogaTtkoBoro po3mipy cepii 1200 n go
A03YI04UM  LLINPULLEM BXe 3arBepaeHoro posmipy 3000 n.
Ta/abo MipHM
CTaKaH4MKom B
KaPTOHHIV nauLi
2. AKTEMPA® pO34mH AN iH ek in, 162 O . XophMaHH- LLiBenu apia BupobHMLTBO HimeuwunHa/ | BHeceHHst 3MiH 40 peecTpaliviHiX MaTepianis: 3miHu | Tvny - 3a UA/13909/02/01
mr/0,9 mn; 4 Ja Pow It Hepo3dacoBaHol LseviLapis 3MiHu Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peuermom
nonepegHL0 npoaykuii, BeeneHHst abo 3MiHV 40 y3ararnbHEHUX OaHuX Mpo cucTemy
HaroBHEHUX  LUNpuLa nepBuHHe dapmakoHarnsaay (BBedeHHs y3ararnbHEeHVUX AaHuxX Mpo
(koxeH o6 emom 1 mn) y nakyBaHHs1, cucTeMy hapMmakoHarnsiay, 3MiHa YOBHOBaXEHOI ocobu,




(hNaKOHOM PO3YMHHUKA
(Boma ans iH'ekuin) no
50 Mn Y KapTOHHIN
Kopobui

"OcobnwueocTi 3actocyBaHHs", "MobiyHi peakuii” cTocoBHO
6e3nekun aioyoi pevoBuHN 3a pekomeHgauismu PSUSA;
3Minu Il Tuny - 3MiHM BHeceHO A0 IHCTpyKUii Ana MeanyHoro
3acToCyBaHHA nikapcbkoro 3acoby Ao po3gdinis
"®apmakonoriyHi BnactmsocTi", "lMpoTunokaszaHHs",
"OcobnwueocTi 3actocyBaHHs", "OiTu"; 3amiHm Il Tuny - 3miHN
BHECEHO A0 [HCTpyKUii 4N MEeANYHOro 3acToCcyBaHHS
nikapcbkoro 3acoby Ao po3ainis "®apmakonoriyHi
BnacTtueocTi", "lMNpoTunokasaHHs”, "OcobnmBoCTi

2 I1p onoBskeHHs noaarka 3
Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
Pow ®apma Al,
HimeuunHa
BropuHHe
nakyBaHHs1,
BUNPOG yBaHHs
KOHTPOIO SIKOCTi
(kpim
BUNPOOYBaHHA Ha
CTEPUNbHICTb Ta
GakTepianbHi
€HO,0TOKCUHM),
BUMYCK Cepii:
d.XodhbMaHH-I1s1
Pow Jlta,
LLier apis
3. AKTEMPA® KOHLleHTpaT Ans d.XohpMaHH- LLsenuapis BurpobHML TBO AnoHis/ BHECEHH 3MiH A0 peecTpauivHnx Martepianis: 3MiHu | Tuny - 3a UA/13909/01/01
po3uMHy Ans iHgyain, 20 J1a Pow Jtg Hepo3dhacoBaHoi HimeyunHa/ 3MiHM Wwopo 6e3nekn/edhekTUBHOCTI Ta dhapmakoHarnsay. peu,ernnom
mr/mn; no 80 mr/4 mn npoaykuii, Lsenuapis BeeneHHst abo 3MiHV 40 y3ararnbHEHUX OaHuX Mpo cucTemy
abo 200 mr/10 mn, abo nepBuHHe dapmakoHarnsany (BBedeHHS y3ararnbHEHVUX AaHuxX Mpo
400 Mr/20 MmN y donakoHi; naKyBaHHs: cucTeMy hapmakoHarnsiay, 3MiHa YOBHOBaXEHOI ocobu,
no 1 abo4 dpnakoHn y YUyran Papma BiANOBiAanNbHOI 3a 3AiicCHeHHsT dbapmakoHarnsaay,
KapTOHHI KopoOui MaHyd exTyprHT KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ans
Ko. Jlta, AnoHia 30iNCHEHHs hapmakoHarnsay B YKpaiHi, SKLLO BoHa
Buvnpo6 yBaHHs BigMiHHa Bif YNIOBHOBaXXeHOI 0cobu, BignosiganbHoi 3a
KOHTPOIO SKOCTI: 3iNCHEHHA hapmakoHarnsay (BKYarym KOHTaKTHI AaHi)
Pow ®apma Arl, Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
HimeuyunHa dapmakoHarnsgy) 3miHa KOHTaKTHoOI ocobu ,
BropuHe BiANOBIAaNbHOI 3a 3AiVicHeHHs bapmakoHarnsagy B YKpaiHi.
nakyBaHHs, BUMyCK [Hitoya pepakuis — Moy TeTsaHa KOpiiBHa. MponoHoBaHa
cepii: pepakuis — MowniHa Onbra IBaHiBHA.
d.XohhMaHH-I15 3MiHa KOHTaKTHUX AaHuUX KOHTaKTHOI ocobuw, BianosiganbHOI
Pow Ira, 3a 3jivicHeHHss dhapMmakoHarnsagy B YkpaiHi. 3MiHa
LLiseruapis KOHTaKTHUX [aHUX YOBHOBAXEHOI 0COOU 3asIBHUKA,
BiAnoBiganbHOI 3a 3AiNMCHEHHA dhapMmakoHarnsagy. 3miHa
MicLS 34iCHEHHs1 OCHOBHOI AiSANbHOCTI 3 papMakoHarnsay.
3MiHa MicL.e3HaxoKeHHs MacTep-channa cucteMmm
¢apmakoHarnsay.
4, AKTUTTIBE® niodinisart 4ns po3vnHy BepiHrep HimevumHa bepiHrep HimeuunHa BHECEHHSI 3MIH [0 peeCTpaLiviHuX Marepianis: 3a UA/2944/01/01
Ans indysin no 50 mr, 1 IHrenbxanm IHrenbxanm ®apma 3MiHM | TUny - 3MiHW BHECEHO A0 IHCTpyKLUii Ana MmeanyHoro peuernom
dnakoH 3 nioginizarom IHTepHeLUHN 'M6Xi Ko. KI 3acToCyBaHHsA rikapcbkoro 3acoby Ao po3ginis "Baaemopis 3
Yy KOMNMexTi 3 1 moX iHLWMM KM nikapcbkuMum 3acobamu Ta iHWi Buay B3aemogin',
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nayui 3 KapToHy

Merogax BunpobyBaHHs APl (AckopbiHoBa kucnorta) T.
3anuwKoBi KinbKOCTi praHivyHnX po3yMHHVKIB - ONTUMi3auis
MEeTOAMUKK; 3MiHM | TMny - 3MiHM y MeToaax BUNpob yBaHHS
AD| (PeHinedpiHy rigpoxnopua) T. 3anuvWKOBI KinbKocTi
OpraHiYHMX PO3YMHHUKIB - ONTMMi3aLis METOAUKY; 3MiHu |
Tvny - 3MiHW y crneundpikauii, metogax sunpobysaHHa ADI
(Mapaueramon) T. MikpobionoriyHa YucToTa y 3B A3KYy 3
npuBegeHHsM Ao sumor O®Y 1. Onuc, CynpoBigHi AOMiLLKK,
BTpaTta mMacu npu BUCYLLYBaHHI  YTOMHEHHS hOpMyrioBaHHs
y 3B 513Ky 3 npuBedeHHam o sumor JPY 1. Cynbdatw,
Cynbdign, Xnopuam - BUNydeHHs1 Y 3B  A3KY 3 NPUBEAEHHAM
no sumMor O®Y; 3aminm | Tuny - 3miHny cneuumdikauii,
metoaax BunpobysaHHs A®Il (AckopbiHoBa kucnorta) y
3B A3KY 3 nNpuBeAeHHaM A0 Bumor O®Y: T. PO3umHHICTb
YTOYHEHHS (3aMiHa PO3YMHHUI Y €TaHOIi Ha NMoMipHa
PO3YMHHUIA Y eTaHonNi), T. |AeHTndiKaL s - YTOYHEHHA Ha3BM
peakTuBy, T.OMillKa E - yTOuHEeHHs1 Ha3BM MOKa3HvKa
(BBEOEHO KucroTa wasnesa), T. CynpoBigHi AOMILLKM -
YTOMHEHHA Ha3BW AOMILLIOK, T. Baxki MeTanu - yTo4HeHHs B
METOANLi BUKOHaHHS (3MiHa HaBaxkKku cybcTaHuii), T.
MikpoGionoriyHa uicToTa - 3MiHU hopMyroBaHHs
HOPMYBaHHS; 3MiHM | Tvny - 3MiHM y meTogax BUNpobyBaHHs
A®I (PeHipaminy manear) T. MikpobionoriyHa yictora y
3B A3KY 3 npuBegeHHaM Ao sumor APY; aminun | Tuny - 3miHn
y metofax BunpobysaHHs APl (PeHinedppiHy rigpoxopva)
3aT. XapakTepucTuka - nnaBuUTbCHA Npu Temneparypi 143°
C, 7. MikpoGionoriyHa yucToTa y 3B A3KY 3 NPUBEAEHHAM [0
sumor OdY; 3aMiHn | Tuny - 3MiHW y cneundikauii, meTogax
BUNPOOYBaHHA [ OMOMIDKHOI PEYOBUHM Y 3B A3KY 3
npvBegeHHsm Ao sumor [O®Y: Caxapoda 3an. PO3UMHHICTb,
3anuwkosi Lykpy, MpaHynomeTpuyHuie - cknag, Hatpito
uutpar 3an. Po3unHHicTb, MikpobGionoriyHa umctora,
MpaHynomeTpuyHuiA - cknad, KucnotHicTe abo nyxHiCTb;
3minu | Tuny - 3miHn y cneymdikadii, meTogax
BUMPOOYBaHHS MEPBWMHHOTO MaKyBarlbHOro Marepiany
roToOBOro Nikapcbkoro 3acoby (bararowapoBuii Marepiarn
O6yhrneH ans BurotoBneHHs Calle) - BUNMYy4EHHs N. po3mipw,
(HasiBHUI n. WiNbHICTb 3aranbHa cepeaHs); 3minu | Tuny -
3MiHM y cneuwndpikalii, MeTogax BUNpobyBaHHsT NMEPBUMHHOIO
nakyBanbHOro Marepiany rotoBoro ikapcbkoro 3acoby
(6ararowaposuii matepian 6yreH Ans BArOTOBMEHHS
Cauue) - BUNYMEHHS M. OMWC; - M. WiNbHICTb 3aranbHa
cepenHs, 3anpornoHosaHo: 104,0 r/m2+ 10%)

Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20

noceid4yeHHs1

3acTocyBaHHs", "Cnocib 3acTocyBaHHA Tago3u', Logo

3acToCyBaHHs Yy nauieHTiB Bikom Big 80 pokiB. BBeoeHHs

3MiH NpOTAroM 3-X MicAUiB NiCNA 3aTBEPAXKEHHS
5. AMILUUTPOH® MOPOLLIOK Ansi ToBapuUCTBO 3 YkpaiHa ToBapuCTBO 3 YkpaiHa BHECEHHS 3MIiH [0 PEECTPALiVHUX MaTepianis: be3 UA/13912/01/01
DOPTE OopanbHOro Po3ynHy Mo [,00aTKOBOK [,00aTKOBOK 3MiHn | Tuny - 3MiHM y MeTogax BunpobyBaHHs AdI peuenma
23rycawe; no23ry BiAnoBsiganbHiCT BiAnoBiAanbHiCTIO (PeHipamiHy manear) T. 3anuLKOBI KiNbKOCTi OpraHivyH1X
cawe; no 10 cawe B 10 "IHTEPXIM" "[HTEPXIM" PO3UYMHHUKIB - OMTUMI3aLlist METOAMKY; 3MiHM | TUNy - 3MiHK Y
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
6. AMMNICYJNbBIH | nopoliok Ons po3ynHy MAT YKpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 PeECTpaLinHMX Marepianis: 3a UA/3858/01/01
® ansid'ekuin,no1,5 r "KviBMmeanpenap "KviBMmennpenapar 3MiHM | Tuny - 3min Wwopo 6esnekn/edpekTMBHOCTI Ta peuernom
MOPOLLKY Y d0f1aKoHi; No ar" " dapmakoHarnsay - OHOBMEHHS BXe 3aTBEPAXEHOro TeKCTY
1,5 r nopoLKky y MapKyBaHHS BTOPVHHOI Ta MEPBMHHOI YMaKkOoBKW MiKapCbKOro
dnakoHi; no 10 3acoby (BHECEHHS MO3Ha4YeHb OAVHWLb BUMipHOBaHHS, 3
hNaKoHIB 3 MOPOLLKOM Y BUKOPUCTaHHAM NiTep NaTuHCbKOro andasiTy). BeeaeHHs
KOHTYPHIN YapyHKOBIN 3MiH MPOTAroM 6-Tu MicsAUiB NicNsa 3aTBepa>KeHHS
yrakosui; no 1
KOHTYPHI YapyHKOBIN
V1akoBLi B nayui
7. AHAINPAH EC Tabnetku AT "Apameq Monbla Mab'aHiubkun Monblwa BHECEHHS 3MiH 40 peecTpauiiHix marepianis: 3aminm | Tall 3a UA/15598/01/01
KWLLKOBOPO3YMHHI, MO dapma" thapmaLeBT4HWN TWMy - 3MiHa 3asiBHUKa (BnacHuKa peecTpaLliiHoro peuyernnom
250 mr, no 10 Tabnerok 3aBop [Nonbda noceigvenHs) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460)
KULLKOBOPO3YMHHUX Y AT. (BBeaeHHs 3MiH npoTsarom 6-Tu MicsauiB nicns
6nicrtepi; no 1a6o 2 3aTBepAXEHHS)
6GnicTepy B KapTOHHiN
Kopobui
8. AHAINPAH EC Tabnertku AT "Apamen MonbLia [Mab'aHiLbKuA [NonbLua BHECEHHsI 3MIiH [0 peecTpaLivHux marepianis: 3miHm | Tall 3a UA/15598/01/02
KWLLKOBOPO3YMHHI, MO dapma" thapmaLeBTU4HUI TWMy - 3MiHa 3asiBHUKa (BnacHuKa peecTpaLliiHoro peuyernnom
500 mr, no 10 Tabnertok 3aBog [Nonbda noceigvenHst) (3rigHo Hakazy MO3 Big 23.07.2015 Ne 460)
KULLKOBOPO3YMHHUX Y AT. (BBeaeHHs 3MiH npoTarom 6-Tu MicsauiB nicns
6nictepi; no 1abo 2 3aTBEPAKEHHST)
6nicTepn B KapTOHHIN
Kopobui
9. AHAINPAH EC Tabnertkun AT "Anamen Monblua [Mab'aHiLbKun [Nonblia BHECEHHS 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - 3a UA/15598/01/01
KWLLKOBOPO3YMHHI, MO dapma" dapmaLeBTHHN 3MiHM Wwopo 6e3nekn/edhekTUBHOCTI Ta dhapmakoHarnsay. peu,ernnom
250 mr, no 10 Tabnerok 3aBog [Nonbda BeeneHHst abo 3MiHV 40 y3ararnbHEHUX OaHuX Mpo cucTemy
KULLKOBOPO3YMHHUX Y AT. dapmakoHarnaay (BBEOEHHS Yy3ararnbHEHUX OaHWX Mpo
6nicTtepi; no 1a6o 2 cucteMy hapmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
OnicTepn B KapTOHHIN BiAnoBiganbHOI 3a 3AiMCHEHHA hapMakoHarnsagy;
Kopobui KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ans
30iNCHEHHa dhapmakoHarnsay B YKpaiHi, SKLLO BOHa
BigMiHHa Bif YNIOBHOBaXXeHOI 0cobu, BignosiganbHoi 3a
3iNCHEHHA hapmakoHarnsay (BKYarym KOHTaKTHI fAaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHUX [AaHnX
JIIOBHOB&XKEHOI  0CcOBW 3asBHMKaA, BiAMnoBiAanbHOI 3a
30iNCHEHHA hapmakoHarnsay. 3MiHa KOHTaKTHUX 4aHuX
KOHTaKTHOI ocobu, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi. 3amiHa micus 34iACHEHHs
OCHOBHOI AifNbHOCTi 3 (hapmakoHarnsagy. 3amiHa
MiCLie3Haxo4KeHHs MacTep-danna cuctemu
¢apmakoHarnsgy
10. AHAINPAH EC Tabnerku AT "Anamen MonbLia Mab'aHiubkui Monblua BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/15598/01/02
KWLLKOBOPO3YMHHI, MO dapma" thapmaLeBTU4HUI 3MiHu Wwono 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay. peuyernnom
500 mr, no 10 Tabnertok 3aBop [Nonbda BBegeHHsi abo 3MiHM A0 y3aranbHEHNX AaHuX Npo CUCTeMy
KULLKOBOPO3YMHHMX Y AT. dapmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo

6nictepi; no 1abo 2
6nicTepn B KapTOHHI
Kopobui

cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHOI 3a 34iNCHEHHA dbapMakoHarnsaay,
KOHTaKTHOI 0cObV 3 hapmakoHarnsay 3asBHuKa Ans




I1p onoBskeHHs noaarka 3

Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
30IUCHEHHA bapMakoHarnsay B YKpalHi, SKLL0 BOHa
BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
30iNCHEHHA hapMakoHarnsay (BKYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
dapmakoHarnagy) - 3MiHa KOHTaKTHUX OaHuX
VOBHOBaXKEHOI  0COOM 3asBHUKA, BignoBiganbHOI 3a
34iVicHeHHs dbapmakoHarnagy. 3MiHa KOHTaKTHUX aHuX
KOHTaKTHOI ocobu, BiANOBiAanbHOI 3a 34iMCHEHHS
dapmakoHarnsgy B YkpaiHi. 3amiHa Micus 34iNCHEeHHst
OCHOBHOI AisNbHOCTi 3 (hapmakoHarnsagy. 3amiHa
MiCLIe3Hax04KeHHs MacTep-danna cuctemum
apmakoHarnsgy
1. APTETT Crnpen HaLlKipHUWIA, Henbta Meniken LseviLapis Papbin BanbTpon HimeyunHa | BHeceHHs 3MiH 40 peecTpauiviHnx martepianis: 3minu | Tuny - bes UA/12446/01/01
CMNPEN po3uuH 4 %;no 12,5 r MpomoywHa Al M6X 3MiHv Wwopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuenma
abo 25 ry pnakoHi 3 BeenerHss abo 3MiHVM 40 y3aranbHEHNX [aHMX Mpo cucTemMy
[03Yt04MM MPUCTPOEM apmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
Ta 3aXCHUM KOBMayKoMm; cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXKeHOI ocobu,
no 1 dnakoHy y BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsagy;
KapTOHHI KOpoOLii KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
34iViCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
BiAMiHHa Bif, yNMOBHOBaXkeHOi 0cobu, BifnoBiganbHOI 3a
34iMiCHEHHS dbapmakoHarnsgy (BKITYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi macTep-canna cuctemm
dapmakoHarnaagy) 3miHa YNoBHOBaXeHOI 0cobu 3asiBHYKA,
BiANOBiAanNbHOI 3a 34ificHeHHss dbapMmakoHarnsagy. [iroya
pepakuis: yoBHOBaxkeHa ocoba 3asiBHMKA, BiAMnoBiganbHa
3a 3ivicHeHHs dhapmakoHarnagy B YkpaiHi -TepeHTieB
Onexcangp HOpirioBny. [MponoHoBaHa pepakuis:
yroBHOBaXXeHa ocoba 3asiBHWKA, BiAMoBiganbHa 3a
3[iNCHEHHA dhapmakoHarnaay B YkpaiHi - PornHcbka Onena
MaeniBHa. 3MiHa KOHTAKTHUX JaHUX YNOBHOBAXEHOI 0COOM
3asBHUKa, BignoBiganbHOI 3a 34iCHEHHA dhapMakoHarnsagy
B YKpaiHi.
12 APTFETT CMpein HaLUKipHUIA, Oenbta Megiken LLisen apis dapbin BanbTpon HimeuunHa BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 6e3 UA/12446/01/01
CMNPEN po3unH 4% no 12,5 r MpomoywHs Al 6X 3MiHM | TUNy - 3MiHW BHECEHO [0 IHCTPYKLIT ANS MEeaNYHOro peuenima
abo 25 ry pnakoHi 3 3acToCyBaHHA nikapcbkoro 3acoby Ao po3gdinis
O03YI04UM MPUCT POEM "MpoTtunokasanHs”, "Oitn"
Ta 3aXMCHUM KOBMa4KOM; Bi,MOBI4HO 4,0 MaTepianiB peecTpauinioro Aocke
no 1 donakoHy y (pexomeHaauin Pediatric Assessment Report wono
KapTOHHI KopobLii OHOBMeHoI iHpopmalii 3 6e3nexkn 3acTocyBaHHa Aitoyol
pevoBuHM "AnknodeHak HaTpito"). BBeaeHHs 3MiH npoTsarom
3-X MicsUiB nicnsa 3aTBepaXeHHS
13. AT®-NOHI MOPOLLIOK (CYBCTaHLis) y MpAT YkpaiHa MpAT YkpaiHa BHECEHHA 3MiH O peecTpaLiHuX Marepiarnis: - UA/0694/01/01
nnswkax 3 "Papmau eBTU4H "®apmaL eBTniHa 3MiHuM | TUNy - 3miHa y napametpax cneuwndikauin Ta/abo
nonieruneHTepedTanar a dipma dipma "PapKoC" OOMCTUMUX MEX, BU3HaYeHUX Y cneumdikauisx Ha A®l, abo
y Aans "®apKoC" BMXIOHWA/MPOMDKHWMIA  MpOAYKT/peareHT, Lo
hapmaLeBTU4HOTO BUKOPUCTOBYIOTLCS Y npoueci BUpobHuuTBa AD| (BUNYyHEHHS
3aCTOCYBaHHS

HE3HaYHOro MOKa3HUKa SKOCTi (HanNpUKNag BUIMyMeHHS
3aCTapinoro NoKasHWKa)); CynyTHA 3MiHa: 3MiHay meTtoaax
BunpobyBaHHa APl abo BMXgHOrO Marepiany/npoMixHOro
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NpoaYKTY/peareHTy, LU0 BUKOPUCTOBYETLCS Y NPOLLECI
BupobHMLyTBa A®I (iHWi 3MiHM Yy MeToaax BUNpob yBaHHA
(Bkntoyatoum 3amiHy abo gonosHeHHs)) ADI abo
BUXIHOrO/MPOMXKHOTO  MPOAYKTY); 3MiHmM | Tuny - 3amiHa y
napametpax creundikauin Ta/abo gonycTUMux Mex,
BM3Ha4eHuX Y crneuudikauisx Ha AdI, abo
BMXIOHWA/NMPOMDKHWUA  MpoQYyKT/peareHT, Lo
BUKOPUCTOBYIOTLCSA Y npoLeci BupobHuuTBa AdI; cymyTHs
3MiHa: 3MiHay metogax BunpobyBaHHa Adl abo BuxigHoro
Marepiany/npoMiXkHOro MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoueci BupobHnytea AP (iHLWi 3miHW
y MeTofax BUNpobyBaHHS (BKIHOYaOuM 3amiHy abo
ponosHeHHs1) APl abo BMXAHOTO/MPOMIDKHOTO  MPOOYKTY)
14. AYTMEHTUH™ | nopowwok Ans opanbHol [makcoCmiTKnsn Benwvka CMmiTKnamH bivem Benvka BHECEHHS 3MIH [0 peecTpauivHnux Marepianis: 3minu I Tuny 3a UA/0987/05/02
cycnensii, 400 mr/57 mr H Ekcnopt BpuraHis PapmacbloTuKanc, BpuraHis/ - 3MiHu 3 AKoCTi. 3MiHN A0 PEECTPaLiHOTO MOCBIAYEHHS peuernom
B 5 mn, 1 dnakoH 3 NimiTen Benuka bputaHis; PdpaHuia BHaCNiAoOK iHWMX perynsaTopHux npouedyp (iHwi 3miHn) -
MOPOLLKOM AS1St makco Bennkowm OHOBMEHHST [0ChE 3a NPOLeAypol0 B3aEMHOTO BU3HaHHS
npurotysaHHa 70 mn MponakLuH, (Mutual Recognition Procedure), sikiB €C 6yno
cycrneHsii 3 40o3yo4nM PpaHuis 3aTBepaXeHo Sk 3miHu Il Tuny - rapmonisauis Mogyns 3
wnpviem abo MipHUM pocke. Ak Hacnigok BBeAEHHS [,00aTKOBOro BUpPOOHMKA -
KOBMaykoM, abo MipHoO makco Bennkom MpogakiuH, ®paHuis. A Takox 3MiHW
TNOXEYKOI Y KapTOHHI BHECEHi B iHCTPYKLiO AN MEAWYHOro 3aCTOCYBaHHs OO0
Kopob L HalMeHyBaHHA Ta MiCLle3HaXo4XXeHHs BMpoOOHWKa Tay p.
"OcHOBHI (i3UKO-XIMiYHi BNacTMBOCTI", Ik HACNiAOK —
BIAMOBIAHI 3MiHN Y TEKCT MapKyBaHHsI NikapCbkoro 3acoby
(BBeAeHHs 3MiH NpoTAromM 6 MicsLiB NiCns 3aTBEPAKEHHS)
15. ADIHITOP TabneTku, Wwo HoBapTic ®apma LLiBenu apia BMPODHMLTBO 3@ Lsevyapis BHECEHHS 3MIH [0 peecTpauivHnux Marepianis: 3minu I Tuny 3a UA/11439/02/01
AuvCneprytoThbes, Mo 5 mr, Al NOBHUM LIMKITOM: - 3MiHn wopo 6e3nekn/edd eKTUBHOCTI Ta hapMmakoHarnsagy. peu,ernmom
no 10 Tabnetok y Hoaptic ®apma 3MiHM y TepaneBTUYHUX MOKa3aHHsAX (4ogaBaHHA HOBOrO
6nicTepi; no 3 6nicTepn LWrenH Ar, TepaneBTUYHOTO MoKa3aHHA abo 3MiHay 3aTBEpOXEHOMY
B KapTOHHIN KopobLi LLisenuapis; MoKasaHHi) - 3MiHM BHECeHi [0 iHCTPYKLUiT AnS Mean4yHoro
KOHTPOrb SKOCTI 3acTocyBaHHa [0 po3gdiny "lMokasaHHs", y 3B'A3Ky 3
(3a BUHATKOM TecTy BBEOEHHAM HOBOrO MoKasaHHs, K Hacnifok 3MiHW BHECeHI
MikpobionoriyHa [0 IHCTPYKUIi ANS MEAMYHOro 3acToCyBaHHA [0 po3ainis:
ynucToTa): "®apmakonoriyHi BnactmeocTi", "Baaemogis 3 iHwWmMMmn
dapmaHanitTuka nikapcbkMmu 3acobamu Ta iHWi BAaW B3aemogin”,
CA, Weenyapia "OcobnueocTi 3acTtocyBaHHsa", "Cnocib 3acTocyBaHHA Ta
nosun", "Oitn", "Mobiyni peakuii" (BBeaeHHs 3MiH npotarom 3-
X MiCsIL|iB MiCNs 3aT BEPAKEHHS)
16. ADIHITOP TabneTku, Wwo Hoeaptic ®apma | LLeenyapis BMPODHMLTBO 3@ Lsenuapis BHECEHHSI 3MiH [0 peecTpauiiHux mMarepianis: 3Mminm I Tuny 3a UA/11439/02/03
OVCNepPrytoThes, Mo 3 Mr, Al MNOBHWUM LIMKITOM: - 3MiHn wono 6e3nekn/edd eKTUBHOCTI Ta hapMakoHarnsagy. peu,ernnom

no 10 Tabnetok y
6nictepi; no 3 6nictepn
B KapPTOHHIN KopobLi

HoapTtic ®apma
LtenH Al,
LLisenuapis;

KOHTPOrb SKOCTI

(3a BUHATKOM TecTy

MikpobionoriyHa
ynucToTa):

dapmaHaniTuka

CA, Weenyapis

3MiHW Y TEpaneBTUYHMX MOKa3aHHsX ([04aBaHHs HOBOro
TEpPaneBTUYHOro MokasaHHA abo 3MiHa y 3aTBEepAXEHOMY
MoKa3aHHi) - 3MiHM BHECeHi A0 iHCTPYKLUii AnA Mean4yHoro
3acTocyBaHHS [0 po3giny "lMokasaHHs", y 3B'sI3Ky 3
BBEOEHHSIM HOBOrO MOKa3aHHs, $IK HAacnigok 3MiHu BHeCeHI
[0 IHCTPYKUIi ANS MEQMYHOro 3acTocyBaHHA [0 po3ainis:
"®apmakonoriyHi BnactmeocTi", "Baaemogisi 3 iHwmMmn
nikapcbkMmu 3acobamu Ta iHWi BUaW B3aemogin”,
"OcobnuBocTi 3actocyBaHHa", "Cnocib 3acTocyBaHHA Ta
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nosun’, "Oitn", "TTobiyHi peakuil” (BBeaeHHs 3MiH npoTarom 3-
X MiCsIL|iB MiCNs 3aT BEPAKEHHs)
17. ADNYBIH® Tabnetku, no 12 Pixapa BiTTHep ABCTpist Pixapa BitTHep Al ABCTpis BHECEHHS 3MiH 40 peecTpauivHnx martepianis: 3MiHu | Tuny - be3 UA/10018/01/01
Tabnetok y 6nicTepi; no Al 3MiHv Wwono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. peuerima
1, 2, 3abo 4 6nictepuy BeeneHHst abo 3MiHV 40 y3ararnbHEHUX [aHuX Mpo cucTemy
KapTOHHI Kopobui dapmakoHarnsay (BBedeHHs! y3ararnbHEeHWX AaHuxX Mpo
cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBIAanNbHOI 3a 3AiicHeHHsT dpapmakoHarnsaay,
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa Ans
30iNCHEHHs dhapmakoHarnsay B YKpaiHi, SKLLO BoHa
BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
3JiNCHEHHA hapMmakoHarnsay (BKYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
dapmakoHarnsgy) 3miHa KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3 hapMmakoHarnsany 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnsgy B YkpaiHi.
18. ALENI3NH MOPOLLOK  AS151 PO3UNHY MAT YKpaiHa MAT YkpaiHa BHECEHHA 3MiH O PeeCTpaLiMHUX Martepianis: 3a UA/2181/01/01
ansidekuinno 1,0 r; 10 "KviBMmeanpenap "KviBmeanpenapat 3MiHM | TUny - 3miHn Wwoao 6e3nekn/edpekTUBHOCTI Ta peuernnom
O aKoHIB 3 MOPOLLKOM Y ar" " dapmMakoHarnsay - OHOBIEHHS BXe 3aTBEPAXEHOro TEeKCTY
KOHTYPHI YapyHKOBIN MapKyBaHHsi BTOPWMHHOI Ta MEPBUMHHOI YNaKOBKW FiKapCbKOro
ynakosui; no 1 3acoby 3 BHECEHHsIM [,04aTKOBOI iHbopMaLlii (BHECEHHS!
KOHTYPHI YapyHKOBIN Mo3HaYeHb OAMHWLb BUMIpIOBaHHS, 3 BUKOPUCTaHHSM niTep
yrakoBLi B nadyui naruHcbKoro andasiTy Ta Tolo). BBegeHHs 3MiH npoTsarom
6-TV MiCsILLiB Nicrisi 3aTBEPAKEHHS
19. BEKOHA3E crpen HasarnbHUN, TOB "OMETA Ykpai Ha [makco Bennkom IcnaHis/ BHECEHHs1 3MIH [0 PEECTpaLiiHUX MaTepianis: be3 UA/3140/01/01
cycnensis, 50 Mkr/gosy, PAPMA C.A, IcnaHis ABCTpis 3MiHM | Tuny - 3MiHa B yMoBax 36epiraHHa nikapcbKoro peuerima
no 100 o3 abo 180 no3 YKPAIHA" (BUPOGHMLTBO 3a 3acoby; 3anporoHoBaHO: YMOBM 36epiraHHs. 36epiratu npu
y dpnakoHi MOBHUM LIVKIIOM); Temnepatypi He Buwie 25 C; 3aminu | Tvny - 3miHa
noninponineHoBomy abo Pixapa BitTHep Al napameTpiB crneyudikauii Ta/abo 4onycTUMUX Mex
rnornieTuneHoBomY, ABCTpis roTOBOrO Nikapcbkoro 3acoby; 3minm Il Tuny -
3 €HaHOMY 3 [03yI04UM (BMpPOOHULTBO 3a BHeCeHHs1 3MiH Ao Cneuudikauii Ha TepMiH npuaaTHoCTi no
MPVYCTPOEM, HOCOBUM MOBHAM LLIMKITOM ) nokasHuky «KinbkicHe BUSHa4eHHA dbeHineTnnoBoro
apanTepom Ta cnvpTy». BBegeHHs 3miH mpoTarom 6 micsauis nicns
KpULLEYK OO 3aTBEPANKEHHS
20. BETAIICTUH- Tabnetkmno 8mr,no 10 | AT "KMNIBCbKNU YkpaiHa AT "KNIBCbKNU YkpaiHa BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 3a UA/5273/01/01
KB Tabnetok y 6nicTepi; no BITAMIHHI BITAMIHHI 3MiHu | TUNy - 3miHa po3mipy cepii (Bktoyatoun gianasoH peuernnom
3 6nictepu B navui 3ABOLO" 3ABOLO" pO3Mipy cepii) roToBOro nikapcbkoro 3acoby - BBeAEHHs1
[,00,aTKOBOro po3mipy cepii roToBoro nikapcbkoro 3acoby;,
MponoHoBaHa pepakuig and ynakoskm Ne 30: 2 500 ym.
Hopnarkosuii po3mip cepii 7500 yn, 17 500 yn. 32 500 yn.;
3MiHM | TUny - 3MiHW y Npoueci BUPOBHULITBA rOTOBOrO
nikapcbkoro 3acoby, BKIHOYaouM NMPOMIDKHUA NPOAYKT, L0
3aCTOCOBYETLCSA NMPU BMPOOHWLTBI FOTOBOTO MiKapCbKOro
3acoby (He3Ha4yHa 3MiHay Npoueci BUpoOHWULTBA)
21. BETAIICTWUH- TabneTkm no 16 mr, no AT "KNIBCBKNIN YkpaiHa AT "KNIBCBKNW YkpaiHa BHECEHHSI 3MIH [0 peeCTpaLiviHuX Marepianis: 3a UA/5273/01/02
KB 10 Tabnertok y 6nictepi; BITAMIHHNI BITAMIHHNI 3MiHM | TUNy - 3miHa po3mipy cepii (Bkntoyalo4n gianasoH peuernom
no 3 6nictepu B nayui 3ABOL" 3ABOLO" po3Mipy cepii) roToBOro nikapcbkoro 3acoby - BBEAEHHS

[,00aTKOBOrO po3Mipy cepii FOTOBOro fikapcbKoro 3acoby;
MponoHoBaHa pegakuis ans ynakosku Ne30 1 250 ym.
HonarkoBui po3mip cepii 3750 yn. 8 750 yn. 16 250 yn.;
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3MiHM | Tuny - 3MiHW y Npoueci BUPODHULTBA rOTOBOrO
nikapcbkoro 3acoby, BKIHOYa4YM NPOMIXKHUA MPOQYKT, O
3aCTOCOBYETLCS MPU BMPOOHWLTBI FOTOBOrO MiKapCbKoro
3acoby (He3Ha4yHa 3MiHa y Npoueci BYPOOHNLTBA)
22, BETAIICTUH- TabneTtku no 24 mr, no AT "KNIBCBKNIN Ykpai Ha AT "KNIBCBKNW YkpaiHa BHECEHHSI 3MIH A0 peecTpauivHnux marepianis: 3a UA/5273/01/03
KB 10 Tabnetok y 6nicTepi; BITAMIHHI BITAMIHHI 3MiHuM | TUNy - 3miHa po3mipy cepii (Bkntoyatoun fgianasoH peuernnom
no 3 6nictepu B nayui 3ABOLO" 3ABOLO" pO3Mipy cepii) roToBOro Mnikapcbkoro 3acoby - BBeAEHHs
[,00,aTKOBOro po3mipy cepii roToBOro Nikapcbkoro 3acoby;,
MponoHoBaHa pepgakuis ans ynakoskyu Ne30 833 yn.
Honatkosuin po3mip cepii 2500 yn. 5830 yn. 10 830 yn.;
3MiHM | Tuny - 3mMiHW y Npoueci BUPOBHULITBA rOTOBOrO
nikapcbkoro 3acoby, BKITHYaouM NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETLCSA MPU BMPOOHWLITBI FOTOBOrO MiKapCbKOro
3acoby (He3Ha4yHa 3MiHa y npoueci BYPOBHWLTBA)
23. BETAMETA30 kpem, 0,64 mr/r,no 15 r MAT YkpaiHa MAT YkpaiHa BHECEHHA 3MiH [0 peecTpauitHux Marepianis: 3Minm | Tuny - 3a UA/4321/01/01
H y TYOi; no 1 1y6i y nauui "KviBMmeanpenap "KviBmeanpenapat 3MmiHu 3 sikocTi. CepTudikar signosigHocTi/lE-cepTudpikar peuernnom
ar" " BiAMNOBIAHOCTI €BponericbKin dapmakonei/mMoHorpadii.
3MiHu, NoB'A3aHi 3 HEOOXAHICTIO NpYBEdEHHS Y
BiAnoBigHICTL 4,0 MoHorpadii APY abo €Bponeicbkoi
dapmakonei, abo iHWOi HauioHanbHOI hapmakonei
aepxasn €C (3MiHa y cneyundikalisix, nos's3aHa 3i 3MiHaMmu
B [I®Y, abo €sponericbkii hapmakonei, abo iHwwin
HauioHanbHii dbapmakonei aepxasu €C) MpvBeneHHs
cneumdikauii Ta MeToauku BUNPobYBaHHS  3a MOKa3HMKOM
«CynpoBigHi gomiluku», Wwono koHTponto A®l BeramerasoHny
auvnponioHar, y BiAMOBIAHICTb 40 BUMOr MoHorpadii
€Bp.®apm. 0809 Betamethasone dipropionate. BeeneHHs
3MiH MPOTAroM 6-Tu MicsLiB Nicns 3aTBepAXKEHHS
24, BIKAITYTAMIO- | Tabnetku, BKpuTi Mictpan Kenitan AHrnisA CiHTOH XicnaHis, C. IcnaHis BHECEHH 3MIiH A0 peecTpauivHnx Matepianis: 3MiHv | Tuny - 3a UA/15136/01/01
BICTA NriBKOBOKO 00OMOHKO0, MeHeaxmeHT Il AnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHH Ta/abo peu,ernnom
no 50 mr no 10 Tabnerok TimiTen agpecu 3asiBHMKA (BacHWKa PeecTpaLiiHoro nocBigyveHHs)
y 6nicTepi; no 3 - 3MiHa aapecu 3asBHUKa
Onictepn B KapTOHHIN
Kopobui
25. BIKAINNYTAMIAO- | tabnetkw, BkpuTi MicTtpan Kenitan AHrnis CiHToH XicnaHis, C. Icnanisa BHECEHHA 3MiH A0 peecTpauiHux marepianis: 3Minm | Tuny - 3a UA/15136/01/02
BICTA NMNiBKOBOK 06 OMOHKOID, MeHenxmeHT . AnMiHicTpaTtvBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo peuernnom
no 150 mrno 10 Nimiten afgpecy 3asiBHVKA (BMacHWKa peecTpauiHoro MocBigYeHHs)
Tabnetok y 6nicTepi; no - 3MiHa agpecu 3asiBHUKa
3 BGnicTepu B KapTOHHI
Kopob Ui
26. BIKANYTAMIA- | TabneTku, BKpUTi Mictpan Kenitan Benuka CiHTOH XicnaHis, IcnaHis BHECEHHS 3MiH 0 peecTpauiHux Marepianis: 3MiHuW | Tuny - 3a UA/15136/01/01
BICTA NNiBKOBOK 0D OIOHKOLO, MeHenXmeHT BputaHis C.J. 3MiHu Wwono 6e3nekn/edhekTUBHOCTI Ta dpapmakoHarnsay. peuernnom
no 50 mr no 10 Tabnerok NimiTen 3MiHV Y KOPOTKill XapakTepuCTuLi Nikapcbkoro 3acoby,

y 6nictepi; no 3
6nicTepn B KapTOHHIN
Kopobui

TEKCTi MapKyBaHHS Ta iHCTPYKLIT Ans Megu4HOro
3aCTOCYBaHHA reHepu4HUXribpugHMXGionodibHNX
niKapcbKnx 3acobiB Nicns BHECEHHS Tiei camoi 3MiHM Ha
pecdbepeHTHUA npenapaT (3miHa He NoTpebye HapaHHs
XKOOHUX HOBWX 4OAATKOBMX AaHUX) - 3MiHW BHECEHI Y
po3ainu: "MokasaHHs"(yrouHeHHs iHcopmalii), "Baaemopisi
3 iHLIMM M NikapcbkUMu 3acobamu Ta iHWi BUAW B3aeMopfin',
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

"OcobNuBOCTI 3aCTOCYBaHHA", "3AaTHICTb BMUBATU Ha
LUBMAKICTb peakLii Mpy KepyBaHHi aBToTpaHcrnopTom abo
iHWMMK MexaHiamamu”, "lMobiyHi peakuii” BianoBigHO 00
iHpopMauii Woao MeanyHoro 3acTocyBaHHsl pedepeHTHOro
nikapcbkoro 3acoby (KACOOEKC, Tabnetku, BKpUTi
nniBkoBoto 0boroHkow, 50 Mr). BeeaeHHs 3miH npoTsrom 6-
TV MicsLiB NiCNs 3aTBEPAXKEHHS.

27.

28.

BIKANYTAMIA-
BICTA

TabneTku, BKpUTi
NNiBKOBOK 0D OIOHKOLO,
no 150 mrno 10
Tabnetok y 6nictepi; no
3 6nicTepu B KapTOHHiIN
Kopobui

MicTpan Kenitan
MeHenXmeHT
Jlimiteq

Benvka
BputaHis

CiHTOH XicnaHis,
C.J.

Icnanis

BHECEHHS 3MiH [0 peecTpauiiHix marepianis: 3miHu | Tuny -
3MiHu Wwono 6e3nekn/edhekTUBHOCTI Ta dpapmakoHarnsay.
3MiHV Y KOPOTKill XapakTepuCTuLi Nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLIi ANS MeanNYHOro
3aCTOCYBaHHsA reHepu4HUXribpugHuX/GionodibHMx
nikapcbKnx 3acobiB Nicns BHECEHHS Tiei camoi 3MiHM Ha
pecdbepeHTHWA npenapaT (3miHa He NoTpebye HapaHHs
YKOOHWMX HOBWX OOOATKOBMX AaHuX) - 3MiHM BHECEHI [0
IHCTPYKUIT y po3ginu: "®apMakonoriyHi
BriacTmeocTi","lMokasaHHa"(yrouHeHHss  iHpopmauii),
"B3aemMogis 3 iHWMMK nikapcbkMn 3acobamu Ta iHwi Buan
B3aemogin", "OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHA Yy
nepioq BariTHOCTi abo rogyBaHHsa rpynak”, "3aaTHicTb
BMMMBaTW Ha LWUBWAKICTb peakLii Npy KepyBaHHi
aBTOTpaHcnopToM abo iHWMMKu mexaHiamamu', "Cnocib
3acTocyBaHHA Ta go3un”, "MobiyHi peakuii" BignosigHO A0
iHpopMauii Woao MeanyHoro 3acTocyBaHHs pedepeHTHOro
nikapcbkoro 3acoby (KACOOEKC, Tabnerku, BKpuTi
nniBkoBoto o6onoHkoto, 150 mr). BBegeHHs 3miH npoTsrom
6-Tn MicauiB Nicns 3aTBEPAKEHHS.

3a
peuennom

UA/15136/01/02

BI®PEH®

kancynu no 250 mr, no
10 kancyn y 6nicTepi; no
1 abono 2 6nicrepn B
KapTOHHI nadLi

TOB "®apma
Crapt”

YKkpaiHa

TOB "®apma
Crapt"

YkpaiHa

BHECEHHA 3MiH O peecTpaLiHuX Marepiaris:

3MiHu | Tuny - BBEOEHHS [400aTKOBKUX po3MipiB cepii
roToBOro nikapcbkoro 3acoby 3anponoHoBaHo: 80 000
Kancyn (28 kr macu gns kancyntosaHHa) 500 000 kancyn
(175 kr macu gns kancyntoBanHs) 1000 000 kancyn (350 kr
Macu ons kancyntosaHHs) 1500 000 kancyn (525 kr macu

ANs KancyrnioBaHHs)

be3
peyernma

UA/12087/01/01

29.

BPOMOKPUIT
WH-PIXTEP

TabneTtkmno 2,5 mr no
30 Tabnerok y donakoHi,
no 1 donakoHy B
KapTOHHIN yrakoBL,i

BAT "TeneoH
Pixrep"

YropLiuHa

BAT "TeneoH
Pixrep"

YropliuHa

BHECEHHA 3MiH A0 peecTpauivHnx Matepianis: 3MiHv | Tuny -
3MiHv Wwopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay.
3MiHa(1) y KOpOTKi/ xapakTepucTuLi Nikapcbkoro 3acoby,

TEKCTi MapKyBaHHA abo iHCTpYKLiT ANs Megu4Horo
3aCTOCYBaHHsI A4 NiKapcbKoro 3acoby, NiLeH30BaHoro y
€C 3anpouenypold B3aEMHOTO BW3HaHHS (nikapcbkui 3acio
BXOAUTb [0 cdepy Ail npoLenypy B3aEMHONO BM3HAHHS)
3MiHM BHECeHI A0 iHCTpyKUii ypo3ain "lMokadaHHa" Ta
po3ainu: "®apmakonoriyHi BnactusocTi", "lMpoTrunokaszaHHs",
"B3aemMogis 3 iHWMMK NnikapcbkuMu 3acobamu Ta iHLi BUuan
B3aemogin", "OcobnueocTi 3acTocyBaHHA" (y T. Y.

"3acTocyBaHHs1 y nepiod BariTHOCTi abo rogyBaHHs rpyoato”,
"3paTHICTb BIIMBATU HA LUBMAKICTb PeakLLii Npy KepyBaHHi

3a
peuerinom

UA/3209/01/01




10 I1p onoBskeHHs noaarka 3
Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
aBTOTpPaHCMOPTOM abo iHWUMYK MexaHismamu'), "Crocid
3actocyBaHHa Ta gosu”, "Oitn", "MNepenosyBanHsa", "MMobiuHi
peakuii"; yrouHeHO Ha3By papMaKkoTepaneBTUYHOI pynn
BianosiaHo Ao Knacudikaropa dapm.rpyn i koais ATX
BOOS; posgin "OiTn". 3miHn BiANoBigHO A0 MaTepianis
peecTpauinHoro aocbe. BeegeHHst 3miH npotarom 3-x
MicsILiB Nicns 3aTBEPAKEHHS
30. BAriUMH HEO TabneTku BariHamnbHi No ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS! 3MiH [10 peecTpaLiiHiX MaTepianis: 3a UA/16856/01/01
10 Tabnetok y 6nicTepi; 06 M exeHo 00 M exeHo peuernnom
no 1 Gnictepyy kopoGUi | BiAnoBiAaNkLHICT BifiNOBIAAMNEHICTIO 3MiHv | TUNy - BBEAEHHS [10aTKOBOrO NOCTaYanbHuKa
3 KapTOHY . 0 "®apmal|eBTHa MEPBMHHOIO MakyBaHHA (dponbru antominiesoi) AT
PapmaLeBTvH JKomnaHia «TexHonorii», YkpaiHa. SKiCHWiA Ta KinbKiCHW cknagu
@ KomnaHis 3Aopos's MaKyBanbHOro Matepiany He 3MiHWIMCS - 3anpONoHOBaHO:
3n0pos's TOB «AnTpeiny, Ykpaina, AT «TexHonoriity, YkpaiHa;
3MiHu | Tuny - BBOAMTLCHA [,04aTKOBUA TUMOPO3MIp
NEepBMHHOrO MakyBaHHs, a came 6nictep Ne10 (10x1) y
KopobLi. AKicHUIA Ta KinbKiCHWA CKNaaum NakyBarbHoro
mMarepiany He 3MiHUNUCS
3. BAIIbTPOBIP TabneTku, BKpUTI MAT Ykpai Ha MAT YkpaiHa BHECEHHS 3MIH A0 peecTpauivHnux marepianis: 3a UA/2951/01/01
NriBKOBOIO 00O0MOHKO0, "KviiBMmeanpenap "KviBMmeanpenapar 3MiHM | Tuny - 3miHv Wwoao 6esnekn/epekTUBHOCTI Ta peuernnom
no 500 mr no 10 ar" " dapmakoHarnsay - OHOBMEHHSI BXE 3aTBEPAXEHOro TEeKCTY
Tabnetok y 6nicTepi; no MapKyBaHHS BTOPVHHOI Ta MEPBWHHOI YMaKOBKM MiKapCbKOro
1 abono 5 6nictepiBy 3acoby 3 BHECEHHsIM  [4,04aTKOBOI iHpopmaLii (BHECEHHS
navui no3Ha4yeHb OAVHWLb BUMipIOBaHHS, 3 BUKOPUCTaHHAM NiTep
naruHcbKoro andasiTy Ta ToLwo). BBeaeHHa 3MiH npoTsarom
6-TN MicaUiB Nicna 3aTBepAKEHHS
32. BEHO®EP® pO34uH AN Bicbop LBeviLapis BTOPUHHA LLiBeruapis/ | BHeCeHHs 3MiH 40 peecTpaliiHX Marepianis: 3amiHu | Tvny - 3a UA/8015/01/01
BHYT PiLLIHBOBEHHW X (IHTepHeLwUHn) ynakoBka, [03Bif AscTpisi/ AnMiHicTpaTvBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuernnom
iH'ekuin, 20 mr/mn, no 5 IHK. Ha BUWIMYCK cepii: HimevyunHa aapecu MicLsi NpoBamKeHHA isiNbHOCTI

Mn B amnymi; no 5
aMmnyn y KapTOHHIn
Kopobui

Bidpop
(IHTepHewwHn) IHK.,
LLisenuapis;
BVPOB HULITBO
Hepo3dhacoBaHoi
nPOAYKLIT,
nepeBMHHa Ta
BTOPWHHA
yrakoBKa:
Takena ABcTpis
M6X, ABCTpis;
Takena M'm6X,
HimeuuunHa;
IOT Bionorika
'm6X, HimevyunHa;
BTOPWHHA
yrakoBKa:
BAJIOA,
LLiBenL apia

BMpOGHWKa/iMnopTepa FOTOBOro NikapcbKoro 3acoby,
BKITHOYaI0uM AiNbHULI BANYCKY cepii abo micLie npoBedeHHs
KOHTPOIIO SKOCTI. (AisNbHICTb, 3a SKY BiANoBigae

BMPOOHWK/IMNOPTEP, He BKIIOYaUM BUMYCK Cepiii) - 3MiHa
Ha3BW BUPOOHMKa nikapcbkoro 3acody BeHocdep® BAJIIIA,

LUBeviLapis (BBegeHHs 3miH npoTsirom 6 micsauis nicns
3aTBEPAXKEHHST)
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Peecmpauitina npoyedypa

Ne
n/n

Kpaina

BupobHuk

BAT "TeaeoH

Kpaina

YropLyuHa

BHECEHHSA 3MiH [0 peecTpauiHux Martepianis: 3MiHm | Tuny -

33.

YropLiuHa

Pixrep"

BAT "l'eneoH

YropliuHa

Gedeon Richter Plc., YropwuHa (3arBepaxenun ceptudikar

3miHun 3 skocTi. Cepruddikar signosigHocTi/lE-cepTudikar
BiNOBIAHOCTI €BponeichbKin dapmakonei/MoHorpadii.
MopaHHst HoBoro abo OHOBMEHOro ceprTudikara
BiAnoBigHOCTi abo BUNydeHHst cepTudpikaTa BignosigHOCTI
€Bponericbkii hapmakonei: anst A®I; ansa BuxigHoro
Martepiany/peareHTy/NPOMIXHOr 0 MPOOYKTY, LLO
BUKOPUCTOBYIOTLCSA Yy BMPOOHUUTBI API; Ans AonomibKHOI
peyoBUHM (cepTudikar BigMNoBIAHOCTI €BpoNenchKin
hapmakonei) - OHoBreHW cepTudikar Bif yxe
3aTBEepAXeHOro BUPODHUKA
MogaHHsa oHoBrneHoro cepTudikaTy BiAMNOBIAHOCTI
€sponericbkoi apmakonei Ne R1-CEP 2000-005-Rev 04

BiJl BXe 3aTBepakeHoro BupobHuka API cnipoHonakToHy

BignoBigHocTi €Bponeiicbkoi chapmakonei Ne R1-CEP 2000-
005-Rev 03). 3minun | Tuny - 3miHn 3 skocTi. CepTudikar
BignoBigHocTi/ME-cepTudikaT BignosigHOCTI €BponenchbKiin
dapmakonei/MmoHorpadii. MNogaHHA HOBOro abo OHOBMEHOrO
cepTudikaTa BignoBiAHOCTI abo BUNYMEHHST cepTudikara
BiAnoBigHOCTI €Bponevicbkin capmakonei: ona A®l; ans
BMXQHOrO Martepiany/peareHTy/NPOMiXHOrO MPOOYKTY, LULO
BUKOPUCTOBYIOTLCSA Yy BMPOOHUUTBI API; Ans AonomibKHOI
peyoBUHM (cepTudikar BigMNoBIAHOCTI €BpONenchKin
hapmakonei) - OHoBreHWA cepTudikar Bif yxe
3aTBepaXeHoro BuMpobHuKa - MogaHHss OHOBMEHOro
ceprudikary BignoBiAHOCTI €Bponelicbkoi hapmakonei Ne
R1-CEP 2003-175-Rev 03 Big BXe 3aTBepOXeHoro
BMpobHuka ADI cnipoHonakToHy Zhejiang Shenzhou
Pharmaceutical Co. Ltd., Kutan (3aTBepoxeHun ceptudpikar
BignoBigHocTi €Bponeiicbkoi chapmakonei Ne R1-CEP 2003-
175-Rev 02). 3minu | Tuny - 3minm 3 akocTi. CepTudikar
BignoBigHocTi/ME-cepTudikaT BignosigHOCTI €BponenchbKin
dapmakonei/moHorpadii. MNogaHHA HOBOro abo OHOBMEHOrO
cepTudikaTa BignoBiAHOCTI abo BUNYMEHHST cepTudikara
BiAnoBigHOCTI €Bponevicbkin capmakonei: ona A®l; ans
BMXQHOrO Martepiany/peareHTy/NPOMIXHOrO MPOOYKTY, LULO
BUKOPUCTOBYIOTLCSA Yy BMPOOHUUTBI API; Ans AonomibKHOI
peyoBUHM (cepTudikar BigMNoBiAHOCTI €BpONenchKin
hapmakonei) - OHoBreHWA cepTudikar Bif yxe
3aTBEepAXeHOro BUPODHUKA
MogaHHs oHoBrneHoro cepTudikaTy BiAMNOBIAHOCTI
€sponevicbkoi apmakonei Ne R1-CEP 2003-175-Rev 04
BiJl BXe 3aTBepakeHoro BupobHuka API cnipoHonakToHy
Zhejiang Shenzhou Pharmaceutical Co. Ltd., Kutan
(3aTBepokeHuin cepTuddikar BiANOBIAHOCTI €BponenchbKoi
dapmakonei Ne R1-CEP 2003-175-Rev 02).
BHECEHHA 3MiH 40 peecTpauiHnx martepianis: 3MiHm | Tuny -

Ymoeu Homep
aidnycky peecmpayitiHo
20
noceid4yeHHs1
3a UA/2775/01/01
peuernmom
3a UA/2775/01/02
peuernmom

Hasea ®dopma sunycky 3ass8HUK
JliKkapcbKo20
3acoby
BEPOLUMIPOH kancynu no 50 mr; no 10 BAT "lT'eneoH
kancyn y 6nictepi; mo 3 Pixrep"
6nicTepn B KapTOHHI
VrIaKoBL,i
BEPOLL MIPOH kancynun no 100 mr; no BAT "T'eaeoH
10 kancyn y 6nicTepi; no Pixrep"
3 6nicTepu B KApTOHHi

YropLiuHa

Pixrep"

3MmiHun 3 sikocTi. Cepruddikar BignosigHocTi/lE-cepTudikar

BignoBigHOCTI €Bponencbkin dapmakonei/MoHorpadii.
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JliKkapcbKo20
3acoby

ynakoBLii

Kpaina

BupobHuk
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Ymoeu
aidnycky
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Homep
peecmpayiltiHo
20
noceid4yeHHs

35.

BEPOLUTIPOH

TabNeTkm no 25 mr; no

BAT "l'eaeoH

YropLiuHa

BAT "l'eneoH

[MogaHHs HoBOro abo OHOBMEHOro cepTuddikara
BiANOBiAHOCTI abo BUNydeHHs1 cepTudpikara BianoBigHOCTI
€Bponelicbkinn apmakonei: ans A®l; ansa BuxigHoro
Marepiany/peareHTy/NpOMiXKHOr 0  MPOAYKTY, LLIO
BUKOPUCTOBYOTLCA Y BUPOOHUUTBI ADI; Ans AonomixKHOI
peyoBUHM (cepTudikar BignoBiAHOCTI €BpONenchKin
dapmakonei) - OHoBNeHW cepTudikar Big yxe
3aTBepAkeHOro BMPODHMKa
MogaHHs oHoBREHOro cepTudikaTy BiANOBIAHOCTI
€Bponevicbkoi papmakonei Ne R1-CEP 2000-005-Rev 04
Big BXe 3arBepakeHoro BupobHuka A®I CripoHONakToHy
Gedeon Richter Plc., YropwuHa (3arBepaxeHuin ceptudikar
BignoBsigHocTi €Bponeiicbkoi chapmakonei Ne R1-CEP 2000-
005-Rev 03). 3miHu | Tuny - 3miHn 3 sikocTi. CepTudikar
BignoBigHocTi/IE-cepTudikar BignoBigHOCTI €BponenchbKin
dapmakonei/MoHorpadii. MNogaHHA HoBOrO abo OHOBMEHOro
cepTudikara BignoBiAHOCTI abo BUNydeHHs cepTudikara
BianoBigHOCTI €Bponeiicbkin capmakonei: gns A®l; ans
BMXQHOrO Marepiany/peareHTy/MPOMiXKHOrO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ans AonomixkHOI
peyoBUHM (cepTudikar BignoBiAHOCTI €BpoNenchKin
dapmakonei) - OHoBNeHu cepTudikar Big yxe
3aTBepakeHoro BMpoOHUKa - [ogaHHA OHOBReHoro
cepTudikary BigNoBigHOCTI €Bponericbkoi apmakonei Ne
R1-CEP 2003-175-Rev 03 Bif BXe 3aTBepOXeHoro
BupobHuKka A®PI cnipoHonakToHy Zhejiang Shenzhou
Pharmaceutical Co. Ltd., Kutan (3aTBepaxeHnii ceptudikar
BignoBigHocTi €Bponeiicbkoi chapmakonei Ne R1-CEP 2003-
175-Rev 02). 3minu | Tuny - 3minm 3 sikocTi. CepTudpikar
BignoBigHocTi/IE-cepTudikar BignoBigHOCTI €BponenchKin
dapmakonei/MmoHorpadii. MNogaHHA HoBOrO abo OHOBMEHOro
cepTudikara BignoBiAHOCTI abo BUNydeHHs cepTudikara
BianoBigHOCTI €Bponeiicbkin chapmakonei: gns A®l; ans
BMXQHOrO Marepiany/peareHTy/MPOMiXKHOrO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ans AonomixKHOI
peyoBUHM (cepTudikar BignoBiAHOCTI €BpoNenchKin
dapmakonei) - OHoBNeHu cepTudikar Big yxe
3aTBepAkeHOro BUPODHMKa
MogaHHs oHoBREHOro ceprudikaTy BiANOBIAHOCTI
€Bponevicbkoi papmakonei Ne R1-CEP 2003-175-Rev 04
Big BXe 3arBepakeHoro BupobHuka A®I cripoHOMakToHy
Zhejiang Shenzhou Pharmaceutical Co. Ltd., Kuran
(3aTBepoxeHnn cepTudikar BiAMNOBIAHOCTI €BPONENCHKOI
dapmakonei Ne R1-CEP 2003-175-Rev 02).

20 Tabnetok y 6nicrepi;
no 1 6nicrtepys
KapTOHHIN ymakoBLi

Pixrep"

Pixrep", YropwuHa;
TOB "lepeoH
Pixrep MNonbwa"

YropuymHa/
Monblua

BHECEHHA 3MiH O peecTpaLinHuX Marepianis:
3MiH1 | Tuny - NogaHHs OHOBREHOro ceptudikary
BiAnoBigHocTi €Bponelicbkoi dhapmakonei Ne R1-CEP 2000-
005-Rev 04 Big Bxe 3arBepaeHoro BupobHuka ADI
CripOHONaKTOHY; 3MiHW | TVNy - NoAaHHS OHOBIEHOTO

3a
peuennom

cepTudikary BignosigHocTi €sponericbkoi dapmakonei Ne

UA/2775/02/01
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
R1-CEP 2003-175-Rev 03 Bif BXe 3aTBepaXeHoro
BUpoGHMKa ADI cnipoHONakToHy; 3MiHu | Tuny - nogaHHs
OHOBIEHOro cepTudikaTy BignoBigHOCTI €BpoNeichKol
dapmakorei Ne R1-CEP 2003-175-Rev 04 Big Bxe
3aTBepaXeHoro BupobHuka AD| cnipoHonakToHy
36. BIBPAMILUUH® | Tabnetku, wo NMOANSEP IHK CLWA Papesa AMbyas dpaHuis BHECEHHSI 3MiH [0 peecTpaliiHux Marepianis: 3a UA/5464/01/01
i auvcneprytoTbes no 100 3MiHu | Tuny - 3miHa y metogax BunpobyBaHHsa APl 3minv 3a peuernnom
mr o 10 Tabnerok y T. KinbkicHe Bu3HaveHHss (BEPX) - oHOBneHHS mocunaHHs 3
6nictepi; no 1 6nictepy EP po cdapmakonei USP; 1. Cipka (cynbdyp) - KoperyBaHHs
B KapPTOHHIN YMaKoBLii; koay metoaa (3 A 001837 Ha AA001837); 3minm | Tuny -
3MiHa y crneuwndpikauii APl nos'asaHa 3i 3amiHamu
€Bponeiicbkiil hapmakonei 3a NokasHUKaMu: BUIy4eHo
lpeHTudikauin: xnopuan, nutome obepranHs; KoediuieHt
nornuHaHHa npy 349 HM; CynyTHi [OMiLLIKK:
Okcurerpauukni (gomiwka E). OHoBneHHs cneumdikauii 3a
nokazHuKoMm CynyTHi AoMilku: 3aranbHi CYNyTHI AOMILLKY;
3MiHM | TUNy - BUNYMEHHA TECTY 3aranbHi PO3YUHHVKK
Bi4NOBIAHO 40 3aTBepOXXeHOro ceptudikaty BiANOBIgHOCTI
EP (CEP)
37. BIKAIP® Tabnetku, no 10 MAT YkpaiHa MAT "Tannicapm”, YkpaiHa BHECEHHA 3MiH 40 peecTpaLinHux Marepiarnis: be3 UA/4946/01/01
Tabnetok y cTpunax abo "Tanwnicapm” YkpaiHa; MAT 3MiHM | Tuny - 3miHv Wwoao 6esnekn/epekTUBHOCTI Ta peuenma
y 6nictepax, no 10 "KviBmeanpenapat dapmakoHarnsay. 3MiHM BHECEHI B TEKCT MapKyBaHHS
Tabnetok y 6nicTepi, no " NepBMHHOI Ta BTOPWHHOI YNakoBKMW fikapcbkoro 3acoby
1 abo 2 GnictepnB LLLOA,0 3a3HAYEHHA MiDKHAPOO4HMX MO3HaYeHb OJWHMULb
navui BMMiptOBaHHs. BBegeHHa 3MiH npoTsaroMm 6-Tu micauis nicns
3aTBEPAXKEHHS
38. BIKC AKTUB Masb no 25r abo 50r, [MpokTep eH LLisenuapis MpokTep eHa HimeuvuunHa BHECEHHS 3MiH A0 peecTpauiviHux marepianis: be3 UA/11440/01/01
BAINNb3AM 3 abo 100r y 6aHui; no 1 Fembn Fem6n 3MiHM | Tuny - 3MiHa HaiMeHyBaHHs Ta/abo agpecn Micus peuyenma
MEHTOITOM 6aHUi y kopobLi IHTepHeLUHN MaHydh ekuypiHr MPOBaOKEHHS OisANbHOCTI BUPODHMKA (BKIHOYaouK, 3a
TA OneperittHa CA eX HeOoDOXLHOCTi, MicLe NPOBEeAEHHS KOHTPOMO sIKOCTi), abo
EBKANINTOM BrnacHuka mactep-gavina Ha A®I, abo noctayanbHuka
Ad|/BuxigHOrO marepiany/peareHTy/NpoMixkHOro MPOAYKTY,
LLIO 3aCTOCOBWOTLCS Y BUPOOHML TBI ADI - 3MiHa Ha3BK
BupobHuka ADI (kamdopa), 6e3 3MiHU MicLiS BUPOOHMLITBA
39. BIHOPEJIbBIH KOHLIEeHTpaT ans MicTtpan Kenitan AHrnis CiHgaH ®apma PymyHis/ BHECEHHA 3MiH 0 peecTpauiiHuX Marepianis: 3MiHn | Tuny - 3a UA/14709/01/01
-BICTA posuvHy Ans iHdysin, 10 MeHenxmeHT C.P.J1., PymyHis ITania 3MiHu Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peuernnom
mr/mn, no 1 mn (10 mr), JlimiTen AxTasic ITanis BBeneHHsi abo 3MiHM [0 y3aranbHEHUX AaHuX Npo CUCTEMY

5 mn (50 mr) y donakoHi;
no 1 donakoHy B mayui
KapTOHHI

C.nA, Iranis

apmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
cucTemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
34iViCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignoBiganbHoi 3a
34iMiCHEHHA dbapmakoHarnsgy (BKITYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi MacTep-canna cuctemmu
dapmakoHarnsay) - 3MiHa YroBHOBaXKEHOI  0cobu,
BianoBiganbHOI 3a hapMakoHarnsg:
Litova pepakuis: Oydoad TersHa BikTopisHa; MponoHoBaHa
penakuisi: CotHikoBa CeiTnaHa BikTopieHa. 3miHa
KOHTaKTHMX JaHUX YNIOBHOBAXEHOI 0cobu, BiANOBiganbHOI
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CynytHa 3MiHa
- 3MiHu 3 sikocTi. FoToBWMA nikapcbkuid 3aci6. 3MiHM y
BMPOOHMLTBI. 3amiHa abo BBeOeHHsT 404aTKOBOI AinbHUL
BMPOGHMLTBA ANS YacTuHu abo BCbOro BMPOOHMYOro
MpoLLeECY FOTOBOrO NiKapcbkoro 3acoby (AinbHMUA Ans
BTOPVMHHOIO MakyBaHHs1) -3MiHW 3 IKOCTi. FoToBMIA
nikapcbkui 3aci6. 3MiHM y BUpoOHUUTBI. 3amiHa abo
BBE4EHHS [0A4aTKOBOI AiNbHuLI BUpOOHULTBA A5 YaCTUHU
abo BCbOro BUPOOHMYOro MpoLecy roTOBOrO NiKapCbKoro
3acoby (AinbHMLA ONS NEPBUHHOIO MaKyBaHHS) - BBEOEHHS
[00aTKOBOI AiNbHULI BUPOOHULTBA A5 NEPBUMHHOMO Ta
BTOPUHHOrO nakysaHHa [T13 ToBapucTBO 3 0BMeExXeHo
signosigansHicTio "MynbTicnpen", YkpaiHa, K Hacmnif oK
BBEAEHHA [0AaTKoBoro BuAy nakyBaHHA [J13 no 50 r; 3amiHu
I Tyny - 3MiHK 3 skocTi. FoToBWA Nikapcbkuii 3aci6. 3MiHn y
BUPOOHML TBI. 3MiHa iMnopTepa/3amiHy, L0 CTOCYIOTbCS
BUNYCKY Cepii Ta KOHTPOMNIO SKOCTi FOTOBOrO f1iKapCbKoro
3acoby (3amiHa abo godaBaHHA BUPOOHUKA, LLLO BiAMNOBIgaE
3aBBE3eHH Ta/abo BuMyck cepii) - Bkntoyatoun
KOHTpOrb/BUNPOOYBaHHST  cepii - BBEA,EHHA [,04aTKOBOI
BMPOOHWYOI AinbHULi TOBAapUCTBO 3 00MEXKEHOI
BignosiaansHicTio "MynbTicnpeit”, YkpaiHa; 3minu | Tuny -
3minm 3 sikocTi. Ceprudpikar BignosigHocTi/lE-cepTudpikar
BiNOBIAHOCTI €BponenchbKin apmakonei/MoHorpadii.
MogaHHs HoBOro abo OHOBMEHOro ceprtudikara
BiAnoBigHOCTi abo BUNydeHHst cepTudpikaTa BignoBigHoOCTI
E€Bponevicekin dapmakonei: ana A®l; ans BuXgHoOro
Martepiany/peareHTy/NpOMiXKHOr 0  MPOAYKTY, LLO
BMKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; Ans A0MOMiXHOI
pevoBUHM (cepTudikar BiAMNoBiAHOCTI €Bponenchbkii
apmakonei) - OHoBreHW cepTudikar Bif yxe
3aTBepAXEHOTrO BUPOOHMKA - NOAAHHS OHOBIEHOTO
ceprudikara BignosigHOCTI €Bponericbkin hapmakonei Ne
R1-CEP 2001-298-Rev 02(3atBepmxeHo: R1-CEP 2001-
298-Rev 01) ans pitoyoi pevomHn Benzalkonium chloride
BiJl BXE 3aTBEpAXEHOTO BUPOOHMKA i3 3MiHOK Ha3BM

Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
3a (hapmakoHarnag. 3miHa MicLs 341MCHEHHST OCHOBHOI
OiSnbHOCTI 3 hapMakoHarnsagy. 3MiHa Micue3HaxomKeHHs
macrtep-danna.
40. BIPOTEK pO34uH AN TOB "BAJIAPTIH YKkpaiHa PapmaLieBTN4Ha YkpaiHa BHECEHHA 3MiH [0 peecTpaliHUX Marepianis: 3MiHW | Tuny - be3 UA/9773/01/01
IHTUM 30BHILUHLOrO DAPMA" pabpuka K 3MiHu 3 sikocTi. FoToBUIN Nikapcbkuii 3aci6. 3miHn y peuenma
3actocyBaHHA 0,02 % no "INyraHcbka BMpPOOHMLTBI. 3amiHa abo BBedeHHss [OAaTKOBOI AinbHULI
50rabono 100 ry obnacHa BMPOOHMLTBA ANS YaCTMHU abo BCbOro BUPOOHNYOro
dnakoHi; no 1 dnakoHy "Ppapmauis”, MpoLecy roToBOro fikapcbkoro 3acoby (AinbHuLS, Ha SKi
y navui Ykpai Ha; npoBoasATbCs Oyab-siKi BUPOOHUI CTafii, 3a BUHATKOM
Tosapucteo 3 BUMYCKY Cepii, KOHTPOMO SIKOCTi, MEPBUMHHOIO Ta
06 MexeHo BTOPVMHHOIO MaKyBaHHS!, A5 HECTEPUINBbHMX NiKapCbKUX
BinoBiganbHiCTO 3acobiB) - BBeAEHHA [40A4aTKOBOI AinbHuLi BUpobHuLTBa 13
"MynbTicnpen"”, ToBapnCTBO 3 OOMEXEHO BifMOBIAANbBHICTIO
YkpaiHa "MynbTicnpen"”, YkpaiHa
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
BnacHuka CEP Ta BMpobHWYOI LinsiHKu 3aTBepa)xeHo: FEF
CHEMICALS A/S 3anponoHosaHo: NOVO NORDISK
PHARMATECH A/S
41. BIPOTEK pO34uH AN TOB "BAJIAPTIH YKkpaiHa PapmaLieBTN4Ha YkpaiHa BHECEHHA 3MiH [0 peecTpaliHUX Marepianis: 3MiHW | Tuny - be3 UA/9773/01/02
KIIHIK 30BHILUHLOrO DAPMA" pabpuka K 3MiHu 3 sikocTi. FoToBUIN Nikapcbkuii 3aci6. 3miHn y peuenma
3actocyBaHHA 0,05 % no "INyraHcbka BMpPOOHMLTBI. 3amiHa abo BBedeHHss [OAaTKOBOI AinbHULI
100 rabono 250 ry obnacHa BMPOOHMLTBA ANS YaCTMHU abo BCbOro BUPOOHNYOro
dnakoHi; no 1 dnakoHy "Ppapmauis”, MpoLecy roToBOro fikapcbkoro 3acoby (AinbHuLS, Ha SKi
B nauui Ykpai Ha; npoBoasATbCs Oyab-siKi BUPOOHUI CTafii, 3a BUHATKOM
Tosapucteo 3 BUMYCKY Cepii, KOHTPOMO SIKOCTi, MEPBUMHHOIO Ta
06 MexeHo BTOPVMHHOIO MaKyBaHHS!, A5 HECTEPUINBbHMX NiKapCbKUX
BinoBiganbHiCTO 3acobiB) - BBeAEHHA [40A4aTKOBOI AinbHuLi BUpobHuLTBa 13
"MynbTicnpen"”, ToBapnCTBO 3 OOMEXEHO BifMOBIAANbBHICTIO
YkpaiHa "MynbTicnpen"”, YkpaiHa

CynytHa 3MiHa
- 3MiHu 3 sikocTi. FoToBWMA nikapcbkuid 3aci6. 3MiHM y
BMPOOHMLTBI. 3amiHa abo BBeOeHHsT 404aTKOBOI AinbHUL
BMPOGHMLTBA ANS YacTuHu abo BCbOro BMPOOHMYOro
MpoLLeECY FOTOBOrO NiKapcbkoro 3acoby (AinbHMUA Ans
BTOPVMHHOIO MaKyBaHHs1) - 3MiHM 3 SKOCTi. [oToBUN
nikapcbkui 3aci6. 3MiHM y BUpoOHUUTBI. 3amiHa abo
BBE4EHHS [0A4aTKOBOI AiNbHuLI BUpOOHULTBA A5 YaCTUHU
abo BCbOro BUPOOHNYOrO MPOLLECY FOTOBOrO NiKapCbKoro
3acoby (AinbHMLA ONS NEPBUHHOIO MaKyBaHHS) - BBEOEHHS
A00aTKOBOI AiNbHWLI BUPOOHULLITBA ANS NEPBMHHOTO Ta
BTOPUHHOrO nakysaHHa [T13 ToBapucTBO 3 0BMeExXeHo
signosigansHicTio "MynbTicnpen", YkpaiHa, K Hacmnif oK
BBEAEHHs O04aTKoBOro Buay nakysaHHs [J13 no 250 r;
3MiHu | TUny - 3minHK 3 skocTi. FoToBWA Nikapcbkuii 3aci6.
3MiHn y BUpobHUUTBI. 3MiHa iMnopTepa/3aMiHu, Lo
CTOCWOTbCS BMMYCKY Cepii Ta KOHTPOIIO SKOCTi FOTOBOrO
nikapcbkoro 3acoby (3amiHa abo [oaaBaHHA BMPOOHVKA, LLO
BiANoOBiAae 3aBBe3eHH Ta/abo Bunyck cepii) - Bkntovaroum
KOHTpOrb/BUNPOOYBaHHST  cepii - BBEA,EHHA [,04aTKOBOI
BMPOOHWYOI AinbHULi TOBAapUCTBO 3 00MEXKEHOI
BignosiaansHicTio "MynbTicnpeit”, YkpaiHa; 3minu | Tuny -
3minm 3 sikocTi. Ceprudpikar BignosigHocTi/lE-cepTudpikar
BiNOBIAHOCTI €BponenchbKin apmakonei/MoHorpadii.
MogaHHs HoBOro abo OHOBMEHOro ceprtudikara
BiAnoBigHOCTi abo BUNydeHHst cepTudpikaTa BignoBigHoOCTI
E€Bponevicekin dapmakonei: ana A®l; ans BuXgHoOro
marepiany/peareHTy/MPOMIKHOT O  MPOAYKTY, L0
BMKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; Ans A0MOMiXHOI
pevoBUHM (cepTudikar BiAMNoBiAHOCTI €Bponenchbkii
apmakonei) - OHoBreHW cepTudikar Bif yxe
3aTBepAXeHOro BUPOOHMKA - NModaHHs OHOBIIEHOrO
ceprudikara BignosigHOCTI €Bponericbkin hapmakonei Ne
R1-CEP 2001-298-Rev 02(3atBepmxeHo: R1-CEP 2001-
298-Rev 01) ans pitoyoi pevomHn Benzalkonium chloride
BiJl BXE 3aTBEpAXEHOTO BUPOOHMKA i3 3MiHOK Ha3BM
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KapTOHHI KopobLi

dapmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBIAanNbHOI 3a 3AiVicCHeHHsT dbapmakoHarnsaay,
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ansi
34iViCHEHHs bapmakoHarnsay B YKpaiHi, SKL0 BoHa
BigMiHHa Bifj YNIOBHOBaXEHOI 0cobu, BignosiganbHoi 3a

Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
BnacHuka CEP Ta BMpobHWYOI LinsiHKu 3aTBepa)xeHo: FEF
CHEMICALS A/S 3anponoHosaHo: NOVO NORDISK
PHARMATECH A/S
42. BITAMIH E piavHa MacnsHicTa AT "KMIBCbKWA YKkpaiHa KevisHr HXY Kuran BHECEHHA 3MiH [0 peecTpauinHux Marepianis: 3MiHm | Tuny - - UA/13966/01/01
ONIAHUNA (cyocTaHuis) y 6oukax BITAMIHHNI KomnaHi It AnMiHicTpaTvBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
MeTanesux ans 3ABOLO" afpecn Micus NpoBapKeHH AisnbHOCTI BUPOOHMKA
BMPOOHML TBA (BKMtOYaouW, 3a HEODXAHOCTi, MicLe NPOBEAEHHST KOHTPOMio
HECTepUIbHNX sikocTi), abo BnacHuka mactep-chaina Ha AdI, abo
nikapcbkux 3acobis noctayanbHuka Ad®l/BuxigHoro
Marepiany/peareHTy/NpOMiXKHOr 0 MPOAYKTY, LLLO
3aCTOCOBYIOTLCS Y BUPOOHMLTBI AD| (AKLLIO 3a3HaYEHO Y
[0CbE Ha nikapcbKkui 3aci6) 3a BiAcyTHoOCTI cepTudikara
BiAMOBIAHOCTI €BponencebKin apmakonei y 3aTBepAXXeHOMY
[ocbe, abo BUPOOHMKA HOBOI [OMOMiXHOI PEYOBUHM (SIKLLLO
3a3HayeHo y Aocbe) 3miHa agpecy BupobHrka APl BitamiH
E oninnmin XKenaur HXY Komnani Jita, Kutain 6e3 amiHn
MicLs BUpOOHML TBA
43. BONBTAPEH® | Tabnertku, BkpuTi Hosaptic ®apma | Lsenyapis HosapTic Carnik, TypevymHa BHECEHHS 3MiH 40 peecTpauivHix mMarepianis: 3MiHv | Tuny - 3a UA/0310/04/01
PANIO LlYKPOBOIO 0D OMOHKOI0, Al lpaBe Tapim AnMiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo peuyernnom
no 25 mr; no 10 Ypynnepi CaH. Be agpecu Micus NpoBagXeHHs AisiNbHOCTI
Tabnetok y 6nicTepi; no Tik. A.C. BMpOGHWKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
3 6nictepu y kopobui 3 BKI1IOYal04M AinbHULI BUNYCKY cepii abo MicLe NnpoBeaeHHs
KapTOHy KOHTPOItO SIKOCTI. (AisNbHICTb, 3a SKY Bignosiaae
BMPOOHUK/iIMMOPTEP, BKITHOYaOYM BUMYCK Cepiln) - 3MiHa
anpecy BUpOOHMKA, 6e3 3MiHM MicList BUPOOHUL TBA; 3MiHW
BHECEHi B iHCTPYKLiIO ANS MEQUYHOro 3aCTOCYBaHHSA  LL,0A0
MiCLIE3HaxXO4KEeHHs1 BMPODHMKA, K HAacnigoKk — BiAMNoBigHi
3MiHM Y TEKCT MapKyBaHHS nikapcbkoro 3acoby (BeeaeHHs
3MiH NpOTAroM 3-X MicsUiB MiCns 3aTBEPAXEHHS)
4. BOJIbTAPEH® | Ttabnetku, BKpuTi Hosaptic ®apma | LUsenuapis Hosaprtic Carnik, TypeyunHa BHECEHHA 3MiH O peecTpaLliHUX Marepianis: 3MiHW | Tuny - 3a UA/0310/04/02
PANIO LLYKPOBOIO 0B OMOHKOH, Al lpgaBe Tapim AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo peuernnom
no 50 mr; no 10 YpyHnepi CaH. Be agpecn Micus NPOBafXeHHA OisNbHOCTI
Tabnerok y 6nictepi; no Tik. A.C. BMPOGHMKa/iMnopTepa roTOBOro NikapcbKoro 3acoby,
1 abo 2 6nictepuy BKITHOYal0uM AiNbHULI BUNYCKY cepii abo micLe npoBedeHHs!
Kopobui 3 KapTOHy KOHTPOIIO SKOCTI. (AisNbHICTb, 3a SKY BiANoBigae
BMPOOHUK/IMNOPTEP, BKITHOYAYM BUMYCK CEpil) - 3MiHa
anpecy BUpOOHVKA, 6€e3 3MiHM MicLs BUDOOHUL TBA; 3MiHU
BHECEHi B iHCTPYKLil0 AN MEQUYHOro 3acTOCyBaHHs 00
MiCLIE3HAXOAXKEHHs1 BUMPODHUKA, sIK HACNiAOK — BiAMNOBIgHi
3MiHV Y TEKCT MapKyBaHHs rikapcbkoro 3acoby (BeegeHHs
3MiH NPOTAroM 3-X MicsLiB MiCcns 3aT BEpAXKEHHs)
45, BOPUKOHA30O | nopolok Ans po3yvHy Mictpan Kenitan AHrniA AkTaBIC ITanis ITanisa BHECEHHS 3MiH A0 peecTpauivHix Marepianis: 3MiHu | Tuny - 3a UA/16359/01/01
n-BICTAAC ans iHgysin no 200 mry MeHeaxmeHT C.nA 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapMakoHarnsay. peu,ernnom
dnakoHi no 1 donakoHy B TimiTen BBegeHHsi abo 3MiHM A0 y3aranbHeHNX AaHuX Npo CUCTeMy




dapmac'toTikanc
JIt4., bonrapis

penakuis: CotHikoBa CeiTnaHa BikTopiBHa. 3miHa

KOHTaKTHMX JaHUX YNIOBHOBaXEHOI 0cobMu, BiAMNOBiganbHOI
3a papmakoHarnag. 3miHa Micus 34iMCHEHHS OCHOBHOI

OisinbHOCTI 3 dhapmakoHarnsagy. 3MiHa MicL.e3HaxXo[ KeHHs!

macTep-davina

17 I1p onoBskeHHs noaarka 3
Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
3[IMCHEHHA hapMakoHarnsay (BKMYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3millieHHi macTep-danna cuctemm
hapmakoHarnsigy) - 3miHa yroBHoBaXKeHoi 0cobu,
BiAnoBiganbHOI 3a hapMakoHarnsag:
[itoua pepakuis: Oybay TersiHa BikTopiHa; MponoHoBaHa
penakuis: CorHikoBa CeiTnaHa BikTopiBHa. 3miHa
KOHTaKTHUX JaHUX YIOBHOBaXEHOI 0cobW, BifMoBiaanbHOI
3a (papmakoHarnag. 3miHa MicLs 34iMCHEHHS OCHOBHOI
OiSnbHOCTI 3 hapMmakoHarnsagy. 3MiHa Micue3HaxomKeHHs
macrtep-ganna.
46. BOPUKOHA3O | mopollok Ans po3ynHy MicTtpan Kenitan AHrnis BUMYCK Cepii: Icnanis/ BHECEHHA 3MiH 0 peecTpauiiHuX Marepianis: 3MiHn | Tuny - 3a UA/16138/01/01
N-BICTA Ans iHdysin no 200 mry MeHenxmeHT CiHTOH XicnaHis, MonbLa/ 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. peuyernnom
dnakoHi; mo 1 dnakoHy Nimiten C.J., lcnanis; TypeuunHa/ BeenerHss abo 3MiHVM 40 y3aranbHEHNX [aHMX Mpo cucTemMy
Y KapTOHHIA nayLi BMPOB HUL TBO, Bonrapis apmakoHarnsay (BBeAeHHs! y3ararnbHEeHUX AaHuxX Mpo
NEPBUHHE | cucteMy bapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
BTOpWHHE BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsagy;
nakyBaHHs: KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuUKa Anist
Arina CnewenTic 34iiCHEHHa dbapmakoHarnsay B YKpaiHi, kL0 BoHa
Monbcka Cn. 3 0.0., BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
MonbLa; 34iViCHEHHA dbapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
BMPOB HUL TBO, Ta/abo 3MiHN y po3milLieHHi macTep-danna cuctemm
nepBuHHE | dapmakoHarnsay) - 3MiHa YroBHOBaXKEHOI  0cobu,
BTOPVHHE BianoBiganbHOI 3a hapMakoHarnsg:
naKyBaHHS: Litova pepakuis: Oydoad TersHa BikTopisHa. [ponoHoBaHa
Medap Inay Canai penakuisi: CotHikoBa CeiTnaHa BikTopiBHa. 3miHa
A.C., TypeuumHa; KOHTaKTHMX JaHUX YNIOBHOBaXEHOI 0cobu, BiAMNOBiganbHOI
BTOPVHHE 3a papmakoHarnag. 3miHa Micus 34iMCHEHHS1 OCHOBHOI
naKyBaHHs: AisnbHOCTI 3 hapmakoHarnsagy. 3MiHa MiCLe3HaxoKeHHs
Doxm | macrtep-danna.
dapmac'toTikanc
JIT4., Bonrapis
47. BOPUKOHA3O | Ttabnetku, BKpuTi MicTtpan Kenitan Benvka BUMYCK Cepii: Icnanis/ BHECEHHA 3MiH O peecTpaliHUX Marepianis: 3MiHuW | Tuny - 3a UA/16138/02/01
N-BICTA NnNiBKOBOK 06 OMOHKOIO, MeHenXmeHT BputaHis CiHTOH XicnaHis, MonbLua/ 3MiHu Wopo 6e3nekn/edhekTUBHOCTI Ta papmakoHarnsay. peuernnom
no 50 mr no 10 Tabnerok NimiTen C.1., Icnanis; Bonrapis BBeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
y 6nictepi; no 1 BMPODHUK, dapmakoHarnaay (BBEAEHHS y3ararnbHEHUX AaHWX Mpo
GnicTepy y KapTOHHil nepsuHHe Ta cucTeMy chapmakoHarnsiy, 3MiHa yrOBHOBaXeHOI ocobu,
navui BTOpPVHHE BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay;
nakyBaHHs:: KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuka Anst
dapmaL eBTUHHWA 30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKL0 BOHa
3aBoa BiAMiHHa Bif yNOBHOBakeHOi 0cobu, BifnoBiganbHoI 3a
"Monbcapma" C.A,, 30iNCHEHHA bapmakoHarnsay (BKTYaouy KOHTaKTHI AaHi)
MonbLa; Ta/abo 3MiHM y po3milLieHHi macTep-channa cuctemm
nepeuHHe Ta dapmakoHarnsgy) - 3mMiHa YNoBHOBaXKEHOI  0cobw,
BTOpWHHE BignoBsiganbHoi 3a hapMakoHarnsg:
nakyBaHHs: Litoya pepakuis: Oydoad TersaHa BikTopiBHa; MponoHoBaHa
x|
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
43. BOPUKOHA3O | Tabnetku, BKpuTI Mictpan Kenitan Benuka BMPODHUK, IcnaHis/ BHECEHHS 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - 3a UA/16138/02/02
N-BICTA NriBKOBOKO 0OOIMOHKO0, MeHexmeHT BpuraHis nepeuHHE Ta Monbuwa/ 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapmMakoHarnsay. peu,ernmom
no 200 mr, no 10 Nimiten BTOPVHHE Bonrapis BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
Tabnetok y 6nicTepi; no naKyBaHHs, BUIMyCK dapmakoHarnsany (BBedeHHS y3ararnbHEeHUX AaHuxX Mpo
1 6nicTepyy KapTOHHIN cepii: cucTeMy hapmakoHarnsiay, 3MiHa YOBHOBaXEHOI ocobu,
nayui CiHTOH XicnaHis, BiANOBiganbHOI 3a 34iMCHEHHA hapMakoHarnsagy;
C.J1., IcnaHis; KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
BUPOG HUK, 3[iNCHEHHA bapmakoHarnsay B YKpaiHi, SKLL0 BOHa
nepBuHHE Ta BigMiHHa Bif YNIOBHOBaXXeHOI 0cobu, BignosiganbHoi 3a
BTOpPWHHE 3iNCHEHHA hapMmakoHarnsay (BKYarym KOHTaKTHI AaHi)
naKyBaHHS: Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
PapmaL eBTU4HWA dapmakoHarnsagy) - 3miHa YNoBHOBaXeHOi  0cobu,
3aBof BignoBsiganbHOI 3a hapMakoHarnsag:
"Monbdapma" C.A., [itoua pepakuis: Oybay TersiHa BikTopiBHa; MponoHoBaHa
Monblya; penakuis: CotHikoBa CeiTnaHa BikTopiBHa. 3miHa
nepBuHHE Ta KOHTaKTHUX OaHUX YOBHOBAXEHOI 0COOW, BifMoBiAanbHOI
BTOpPWHHE 3a dpapmakoHarnsg. 3MiHa Micus 34iNCHEHHS OCHOBHOI
naKyBaHHs!: OisinbHOCTI 3 papMakoHarnsgy. 3MiHa MicL.e3HaxomKeHHs!
o | macTep-ganna
dapmac'toTikanc
JItg., Bonrapis
49. BIMPIB MOPOLLIOK  AS151 PO3UNHY Lanep Ipnangis BUMYCK Cepii: IpnaHais BHECEHHS 3MiH A0 peecTpauiiHnx marepianis: 3miHu | Tuny - 3a UA/15706/01/01
Ans iHgysin, no 400 Off; | PapmacbloTukan LWarnep AnMiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo peuernnom
1 cbnakoH 3 nopoLkom 'y 3 Avineng Jtg dapmacbloTukan3a agpecu 3asiBHMKA (BacHWKa PeecTpaLiiHoro nocBigyveHHs)
KapTOHHI KopobLi Anneng Jtg - 3MiHa agpecu Ans 3asBHvKa Lanep dapmacbioTrkansa
Anneng Nta, lpnaHais; 3minm | Tuny - 3MiHM 3 9KOCTI.
loToBwi nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHa
iMnopTepa/3amiHy, LLLO CTOCYIOTBLCS BUMYCKY Cepii Ta
KOHTPOIIO SIKOCTi FOTOBOro nikapcbkoro 3acoby (3amiHa abo
[o[aBaHHA BUPOOHMKA, LLO BiAMOBIAA€E 3a BBE3EHHA Ta/abo
BUNYCK cepii) - He BKNoYaun KOHT ponb/Bunpob yBaHHs!
cepii - 3aMiHa BUPOOHWMYOI  AinbHMLI, WO BigMNoBiAaE 3a
Bunyck cepii WWanep ®apmacbioTvkana AnneHg Jita,
IpnaHgis
50. FTABAHA® Kancynu no 75 mr ; no NAT YkpaiHa NAT YkpaiHa BHECEHHA 3MiH [10 PEECTpaLliiHiX marepiarnis: 3a UA/14764/01/01
10 kancyn y 6nicTepi; no | "KwuiBmeanpenap "KviBMmeanpenapar peuernnom
2 6nicTepy B naqui ar” ! aMiHn | Tvny - 3Mikv Wono GesnekuedekTUBHOCTI Ta
(hapMakoHarnsiay - OHOBIEHHSI BXe 3aTBEPMAXKEHOTO TEKCTY
MapKyBaHHS BTOPVHHOI Ta MEPBWHHOI YMaKOBKW MiKapCbKOro
3acoby (BHECEHHSI MO3HaY€Hb OOMHWLb BUMIipIOBaHHS, 3
BUKOPUCTaHHAM NiTep NaTuHCbKOro andasiTy). BeegeHHs
3MiH MPOTAroM 6-Tu MicsALiB Nicnsa 3aTBepaXKeHHS
51. FABAHA® kancynun no 150 mr; no MAT YkpaiHa MAT YkpaiHa BHECEHHS! 3MiH [10 PEECTpaLiiHAX MaTepianis: 3a UA/14764/01/02
10 kancyn y 6nicTepi; no | "KwviBmeanpenap "KviBMmennpenapar peuermom
2 6nicTepu B navui ar" "

3MiHu | Tuny - 3miHn Wwopo 6e3nekn/edeKTUBHOCTI Ta
(hapMakoHarnsiay - OHOBIEHHSI BXe 3aTBEPAXEHOTO TEKCTY
MapKyBaHHS BTOPVHHOI Ta MEPBMHHOI YMaKOBKW MiKapCbKOro
3acoby (BHECEHHSI NO3HaYeHb OAMHWLLb BUMipIOBaHHS, 3
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3acoby 20
noceid4yeHHs1
BUKOPUCTaHHAM NiTep NaTMHCLKOro andasiTy). BeeaeHHs
3MiH MPOTAroM 6-Tu MicsALiB Nicnsa 3aTBepaXKeHHS
52. FTABAHTUH 300 | kancynu no 300 mr no TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH A0 peecTpauiviHux marepianis: B anmexax UA/7323/01/03
10 kancyn y 6micTepi; no Craptr" Crapt" 3MiHM | Tuny — BUNydeHHs 3i cneuudikauii API nokasHuka 3a
3 abo 6 bnicTepiBy «Po3unHHiCTbY» y BignoBigHicTb Ao Bumor APY 1.4, Tak 5K peuernnom
KapTOHHIM nayui OaHUA NOKa3HWK Mae peKkoMeHAaliHU XapakTep, TaHe €
000B'A3KOBMM; 3MiHM | TvMy - 3MiHa y napameTpax
cneymdikaLivi Ta/abo AOMyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha APl, abo BXAHWA/NPOM DKHWA
NPOAYKT/PeareHT, LU0 BUKOPUCTOBYOTHLCS Y MPOLLECI
BMpobHMLTBa A®PI (iHLWi 3MiHW)
53. TAIICTEHA® Tabnetku, no 12 Pixapg BiTTHEp ABCTpIA Pixapg bitTHep Al ABCTpIS BHECEHHS 3MIH A0 peecTpauivHnx marepianis: 3MiHv | Tuny - be3 UA/10024/01/01
Tabnetok y 6nicTepi; no Al 3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta papmakoHarnsay. peuerima
1, 2, 3abo 4 6nictepuy BeeneHHst abo 3MiHV 40 y3ararnbHEHUX [aHuX Mpo cucTemy
KapTOHHI KOpoOLii dapmakoHarnsaay (BBedeHHS y3ararnbHEeHVUX AaHuxX Mpo
cucTeMy hapmakoHarnsiay, 3MiHa YOBHOBaXEHOI ocobu,
BiAnOBiganbHOI 3a 3AiMCHEHHA dhapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
30iNCHEHHs hapmakoHarnsay B YKpaiHi, SKLLO BoHa
BigMiHHa Bif YNIOBHOBaXXeHOI 0cobu, BignosiganbHoi 3a
3iNCHEHHA hapmakoHarnsay (BKYarym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-danna cuctemm
hapmakoHarnsigy) - 3MiHa KOHTaKTHUX [AaHWUX KOHTaKTHOI
ocobu, BignosiganbHOI 3a hapmakoHarnsag
54. TENACTAH 4% | posuvH ans iHdyaiii no b. bpayH HimevdnHa b.bpays Mepgwvkan LLsenapis BHECEHHS 3MIH [0 PeecTpaLivHux marepianis: 3a UA/13871/01/01
500 mn ydnakoHax Menb3yHren Al CA, 3MiHM | TUNy - NOJAaHHA OHOBMEHOro cepTudikary peuermom
nonietuneHosnx, no 10 BignosigHocTi €Bponeiicbkoi hapmakonei Ne R1-CEP 2010-
hNaKoHIB Yy KapTOHHIN 380-Rev 00 Big Bxe 3arBepaxeHoro BupobHuka ADI karito
kopobui; no 500 mny xopuay, 3MiHu | Tuny - NogaHHs OHOBREHOro ceptudikary
MiLLKax nracTukoBux, Mo BignoBigHocTi €Bponeiicbkoi chapmakonei Ne R1-CEP 2007-
20 MiLLKiB Y KapTOHHIN 367-Rev 01 Big Bxe 3arBepaxeHoro BupobHuka API HaTpito
Kopobui Xropuay
55. FrEHTOC® Tabnetku, no 20 Pixapa biTTHep ABCTpIS Pixapa bitTHep Al ABCTpIS BHECEHHA 3MiH [0 peecTpauinHuX Marepianis: 3MiHW | Tuny - be3 UA/10026/01/01
Tabnetok y 6nicTepi; no Al 3MiHv Wwopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuenma
1, 2 abo 3 6nictepny BBeneHHsi abo 3MiHM [0 y3aranbHEHUX AaHuX Npo CUCTEMY
KapTOHHI KopobLii hapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHux Mnpo
cucTemy papmakoHarnsaay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay,
KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asBHuKa Ans
34iViCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignoBiganbHoi 3a
34iViCHEHHA dhapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
dapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu, BiANOBiAanbHOI 3a hapMakoHarnsg
56. FEPLUENTUH® | niodinisar ans & . XobdMaHH- LseviLapist BrpobHuLTBO cuaA/ BHECEHHA 3MiH A0 peecTpauinHux marepianis: 3Minm | Tuny - 3a UA/13007/01/02
KOHLLeHTpaTy Ans s Pow Jlta Hepo3hacoBaHoi LWsenuyapis 3MiHv Wwopno 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay. peuyernnom
pO34uHy A51s iHPY3in No NpoAYKLT, BeegerHss abo 3MiHV 40 y3aranbHEHNX [aHWX MPO CUCTEMY
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
440 wmr; nioginisar gnga nepBUHHE dapMmakoHarnsay (BBedeHHs! y3ararnbHEHWX AaHuX Mpo
KOHLeHTpaTy Ans naKyBaHHs, cucteMy hapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
po3UMHYy AN iHDY3in y BUNPOG yBaHHs BignoBiganbHOI 3a 3iNCHEHHA dbapMakoHarnsaay,
dnakoHi, pazom 3 20 Mn KOHTPOITO SKOCTi KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
PO3YMHHUKA (PO3YMHHUK: (TinbKKM 34iiCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
DOakTepiocTaTnyHa Boda CTEPUIBHICTb Ta BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
ansid'ekyin 20 mn, wo MeXaHiYHi 34iViCHEHHA dbapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
mictutb 1,1% BKITHOYEHHS): Ta/abo 3MiHM y po3milLieHHi macTep-darnna cuctemm
©eH3unoBoro cnupTy Ta [breHeHTeK IHK., dapmakoHarnsgy) 3MiHa KOHTakTHOI ocobu ,
BOAY ANS iH'ekuin) y CLA; BiANOBiAanNbHOI 3a 3AiicHeHHsT dbapMakoHarnsgy B YKpaiHi.
PNaKoHi B KapTOHHI [breHeHTeK IHK., [itoya pegakuis — Kizim Onbra €sreniBHa. [1ponoHoBaHa
Kopobui CLA peqakuisi — MowHiHa Onbra IBaHiBHa.
Buvnpo6 yBaHHs 3MiHa KOHTaKTHUX JaHMX KOHTaKTHOI ocobu, BifnoBiaanbHOI
KOHTPOIO AKOCTi 3a 3ificHeHHst dbapMakoHarnsagy B YkpaiHi. 3MiHa
(Tinbkn KOHTaKTHUX [aHUX YOBHOBAXKEHOI 0COOW 3asBHMKA,
CTEPUIbHICTb Ta BiANOBiAanNbHOI 3a 34ilicHeHHss dbapMmakoHarnsagy. 3miHa
MexaHiYHi MiCLs 30iiCHEHHST OCHOBHOI AiSNbHOCTI 3 papmakoHarnsagy.
BKITHOYEHHS): 3MiHa MicL.e3HaxoakeHHs MacTep-chaina cucteMm
IbreHeHTeK |HK., dapmakoHarnsgy.
CWA
Bunpob yBaHHs

KOHTPOIO SKOCTI:
. XobdmaHH-T1s
Pouw Jlta,
LLisenu apia
BropuHHe
nakyBaHHs,
BMNPOG yBaHHSI
KOHTPOMNO SKOCTI,
BUMYCK Cepii:
d.XochphmanH-I1s
Pow JTTa,
LLiBenu apia
PO3UYNHHMK:
Brpo6HMLTBO
Hepo3dhacoBaHoi
npoAKUiT,
nepBuHHe
naKyBaHHsi,
BTOPUHHE
naKyBaHHsi,
BUNPOG yBaHHs
KOHTPOIO SKOCTI,
BUMYCK cepii:
. XobdmaHH-T5
Pow Jlta,
LLiseriapis
Bunpo6 yBaHHs
KOHTPOITO SKOCTi:
D . XodhpMaHH-J151
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3acoby 20
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Pow JiTa,
LLier apis
57. FEPUENTUH® niopinisar gns d.XohpMaHH- LLisenuapis BurpobHML TBO LLiBeruapis/ | BHeCEHHs 3MiH 40 peecTpauinHix martepianis: 3miHu | Tuny - 3a UA/13007/01/01
KOHUeHTpaTy Ans J1a Pow JNtg Hepo3dhacoBaHoi CLIA/ 3MiHM Wwopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. peu,ernnom
po3uMHy A iHDY3iN no npoaykuii, HimeuvunHa BeeneHHst abo 3MiHV 40 y3ararnbHEHUX [aHuX Mpo cucTemy
150 mr; niodpinizar gnsa nepByHHE dapmakoHarnsay (BBedeHHs! y3ararnbHEeHWX AaHuxX Mpo
KOHLLEeHTpaTy Ansi naKyBaHHS], cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
po3uMHy AN iHY3in y BUNPOG yBaHHs BiANOBIAanNbHOI 3a 3AiicHeHHsT dpapmakoHarnsaay,
dnakoHi, o 1 drakoHy KOHTPOIO SKOCTi: KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa Ans
B KapTOHHI KopobLui O . XohhMaHH-I1s1 30iNCHEHHs dhapmakoHarnsay B YKpaiHi, SKLLO BoHa
Pow JTTa, BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
LLiBenu apia 3JiNCHEHHA hapMmakoHarnsay (BKYaryy KOHTaKTHI AaHi)
BrpobH1uTBO Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
Hepo3hacoBaHoi dapmakoHarnsgy) 3miHa KOHTaKTHOI ocobu ,
npoAYKLiT, BiANOBIAANbHOI 3a 3AiVicHeHHs bapmakoHarnsagy B YKpaiHi.
nepeuHHe [itoyva pegakuis — Kisim Onbra €sreHiBHa. [ponoHoBaHa
nakyBaHHs: penakuist — MowniHa Onbra IBaHiBHa.
[bkeHeHTeK IHK., 3MiHa KOHTaKTHUX AaHuUX KOHTaKTHOI ocobuw, BianosiganbHOI
CLWA 3a 3jivicHeHHss dbapMmakoHarnsagy B YkpaiHi. 3MiHa
Brpo6HML TBO KOHTaKTHUX [aHUX YOBHOBAXEHOI 0COOU 3asIBHUKA,
Hepo3dhacoBaHoi BiANOBiAanNbHOI 3a 3AificHeHHs dbapMakoHarnsagy. 3miHa
npogyKuii, MiCLSl 34iMCHEHHs1 OCHOBHOI AiSANbHOCTI 3 papMakoHarnsay.
nepByHHE 3MiHa MicL.e3HaxoOKeHHs MacTep-chaina cucteMmm
naKyBaHHsi, apmakoHarnsgy.
BTOPUHHE
naKyBaHHs,
BUNPOG yBaHHs
KOHTPOIO SKOCTI,
BUMYCK cepii:
Pow [liarHocTrkc
M6X, HimewunHa
BTopuHHe
nakyBaHHsI,
BUNPOG yBaHHS
KOHTPOIO SKOCTI,
BUMYCK Cepii:
d.XohbMaHH-I1s1
Pow 1T,
LLisen apis
58. FECNEPUAWH | nopowok (cydcTaHuis) y MPAT YkpaiHa CwuyaHb Ceni Kuran BHECEHHSI 3MiH 1O peecTpauiHuX Marepianis: 3MiHu | Tuny - - UA/15915/01/01
oA BiiHNX "®ITOPAPM" dapmacbloTuKan ApMmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo
nonieTuneHoBmx Ko., Jlta. anpecy MicL s NpoBaf KeHHs1 AisNbHOCTI BUPOBHUKa
nakerax gns (BKMtOYaouW, 3a HEOOXAHOCTi, MicLe NPOBEAEHHST KOHTPOMio
dapmaLeBTM4HOrO sikocTi), abo BnacHuka mactep-channa Ha Adl, abo
3acToCcyBaHHA noctavanbHuka Adl/BmxigHoro

Martepiany/peareHTy/NPOMIXHOr 0 MPOOYKTY, LLO
3aCTOCOBYOTLCSA Y BUPOOHMLTBI ADI (SKLL 0 3a3HaYEHO Y
[0CbE Ha nikapcbkui 3aci6) 3a BiACyTHoOCTI cepTudikara

BiANOBIAHOCTi €BponenchbKin hapmakonei y 3aTBepaXXeHOMY
[0Cbe, abo BUPOOHMKA HOBOI AOMOMIiXHOI PeYOBUHW (SIKLLO
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n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
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noceid4yeHHs1
3a3HayeHo Yy [0CbE) - 3MiHa agpecy BUpobHuka Al ,
Cuuyanb Ceni ®apmacstotukan Ko., Jita, Kuran 6e3 3aminm
Micu s BUpOOHUL TBa
59. FHO®JIOP TabNeTKu BariHanbHi, Nno MepniHoea Al e apis MepniHosa Al, LLIBevuapis/ BHECEHHSI 3MIiH 4O PEECTPALiVHUX MaTepianis: bes UA/1851/01/01
2 Tabnetkny 6nicrepi; LLisenuapis HimeuvunHa 3MiHu | Tuny - nogaHHs oHoeneHoro CepTudikary peuenma
no 1 6nicrepys ((koHTpOnb sIKOCTI BianoBigHOCTI €Bponevicbkin chapmakonei R1-CEP 1999-
KapTOHHIA KopobLi; mo 6 TaBUMycK cepii)); 179-Rev 04 Big BXe 3aTBepaxeHoro BupobHvka ans Adl
Tabnetok y 6nicTepi; no Xaynt Papma ecTpion y 3B'3Ky 3i 3MiHO PO3YMHHUKIB SIKi
1 abo 2 6nictepnB Amaper Tm6X, BMKOPUCTOBYIOTLCSI B MpoLeci BupobHuuTBa AdI;
KapTOHHI Kopobui HimeyumHa 3MiHM | TuNy - nogaHHa oHoBneHoro CepTudikary
((BUPOBHULTBO, BiAnoBigHoCTi €Bponencebkivi papmakonei R1-CEP 1999-
nepBuHHE Ta 179-Rev 05 Big BXe 3aTBepaxeHoro BupobHMKa ans Adl
BTOPUHHE ecTpion y 3B'A3Ky 3 400aBaHHAM arbTepHaTUBHOIO
nakyBaHHs1)) BMPOGHMYOro MavigaHuuka A5si BUpoOHULTBa Ta npouecy
MiKpOHi3aLlii ecTpiony
60. rMYTOKCUM po3yuH AnsiH'exuin 1 % TOB "3[PABO" YKpaiHa TTpAT "Jlexxim- YkpaiHa BHECEHHA 3MiH [0 peecTpaLinHux Martepianis: 3a UA/5228/01/01
no 1 mn abono 2mn B Xapkis" TexHiyHa MOMUIKa B ManepoBOMY BapiaHTi TEKCTI peu,ernnom
amnynax, no 5 amnyn y MapKyBaHHs1 yMakOBKMW Mikapcbkoro 3acoby
6nictepi B nayui 3
KapTOHY
61. rNMYTOKCUM po3u4uH Ans iH'exkuin 3 % TOB "30PABO" YkpaiHa MpAT "lNexkxim- YkpaiHa BHECEHHS 3MiH [0 peecTpauiviHux marepianis: 3a UA/5228/01/02
no 1 mn Bamnyni; no 5 Xapkis" TeXHiYHa MOMMIKa B Y TEKCTi MapKyBaHHS MEpPBUHHOI peuernom
amnyn y 6nicTepi; no 1 YNaKoBKMN
6nicTepy B nayui 3
KapToHy; no 2 mn B
amnyni; no 5 amnyn y
6nicTepi; no 1a6o no 2
6nicTepn B nayui 3
KapTOHY
62. FMIOKOPAXK Tabnetku Mepk CaHTe ®paHuin Mepk CaHre, PdpaHuis BHECEHHSI 3MiH [0 peecTpaLiiHux marepianis: 3a UA/3994/02/01
XR NPOMNOHroBaHoi Aii no c.a.c. BMMPaBNEHO TEeXHIYHY MOMWIKY B iHCTPYKUiT NS Mean4yHoro peuernnom
500 mr;no 15 Tabnerok 3acTocyBaHHA nikapcbkoro 3acoby oo Aatui Homepa
y 6nictepi; no 2 abo no Hakazy MOS YkpaiHu
4 6nicTepy B KapTOHHIN
Kopobui
63. rPUNNOCTAL Kpanni HasanbHi, po34uH CTALA Hime4yunHa CTALA HiMeuunHa | BHeceHHs 3MiH [0 peecTpauivHux marepianis: 3MiHm | Tuny - 6es UA/3090/02/02
® PUHO 0,05%, | 0,05 %, no 10 mny ApLHanmiTTenb ApuHanmitTens Al 3MiHu 3 sikocTi. MoToBwiA nikapcbkun 3aci6. 3miHn y peuernma
HA3AIbHI dnakoHi; no 1 drakoHy Al BUPOGHML TBI. 3MiHa po3Mipy cepii (Bkmtoyatoum gianasoH
KPAMI B KapTOHHI KopobLUi po3Mipy cepii) roroBoro nikapcbkoro 3acoby (36inbLieHHs 4o
10 pasiB MOpIBHAHO i3 3aTBEPOXKEHM PO3MipPOM) BBEOEHHS
popnarkosoro po3mipy cepii 750 kr [T13 go Bxe
3arBepaxeHoro po3mipy 450 kr, 1000 kr, 2000 kr Ta
BHECEHHS pefakLiHMx nonpaeok B po3gin 3.2.P.3.2.Cknag
Ha Cepilo LL0a0 Po3paxyHKy KifbKOCTi pe4oBUH Ans
3arBepakeHnx poamipie cepit 1000 kr Ta 2000 Kr.
64. OAIALIMH L kancynu no 150 mr; no 8 MPANSEP IHK. CLA Papesa AMbya3s PpaHLis BHECEHHA 3MiH 4O peecTpaLivHuX MaTepianis: 3a UA/1903/02/01
kancyn y 6nictepi; no 2 3MiHu | Tuny - noganHa Hoeoro [E- Ceptudikary peuernnom

6nicTepn B KapTOHHiIN
Kopobui;

BiAgnoBigHocTi €Bponencbkin dpapmakonei Ne R1-CEP 2010-
043-Rev 00 onsi AOMOMIXHOI PEYOBUHM >KenaTuH Bif HOBOrO
BMpPOOHVKa; 3MiHu | Tuny - BunydenHs E-Ceprudikary
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

BignoBigHoOCTI €Bponencbkol Papmakonel R1-CEP 2000-
027-Rev 02 onsi AONOMIXKHOI PEYOBUHU KENaTuH;
BunydenHs E-CeprudikaTy BignosigHOCTi €BponeiicbKoi
dapmakonei R1-CEP 2001-332-Rev 02 ans gonomixxHoi
peyoBuHN xenatuH; BunydeHHs [E-Ceptudikary
BignoBigHocTi €Bponevicbkoi Papmakonei R1-CEP 2002-
110-Rev 00 ons AOMOMIXHOI PEYOBUHU KenaruH;
BunydenHa [E-Ceprudikary BignosigHOCTi €BponeiicbKoi
dapmakonei R1-CEP 2003-172-Rev 01 ans gonomixHoi
PEYOBUHN KenaTuH

65.

OANALIMH L

kancynu no 300 mr; no 8
kancyn y 6nictepi; no 2
6nicTepn B KapTOHHIN
Kopobui

M®ANSEP IHK.

CLLA

®dapeBa Am6ya3

DdpaHuis

BHECEHHA 3MiH 0 peecTpaLiiHuX Marepiarnis:
3MiHn | Tuny - nogaHHa Hoeoro [E- Ceptudikary
BiAgnosigHocTi €Bponencbkin dpapmakonei Ne R1-CEP 2010-
043-Rev 00 Ans AOMNOMIXHOI PEYOBMHU >KEnaTuH Bif HOBOrO
BMPOOHWKa; 3MiHu | Tuny - BunydenHs E-Ceprudikary
BignoBsigHocTi €Bponeiicbkoi Papmakonei R1-CEP 2000-
027-Rev 02 onsi AOMOMIXKHOI PEYOBUHU KENaTuH;
BunydeHHs E-CeptudikaTy BignosigHoOCTI €BponencbKol
dapmakonei R1-CEP 2001-332-Rev 02 ans gonomixxHoi
peyoBuHN xenatuH; BunydeHHs [E-Ceptudikary
BianoBigHocTi €Bponeiicbkoi Papmakonei R1-CEP 2002-
110-Rev 00 ons AOMOMIXXHOI PEYOBUHM KEnaTuH;
BunydenHs E-CeprudikaTy BignosigHOCTi €BponeiicbKoi
dapmakonei R1-CEP 2003-172-Rev 01 ans gonomixHoi
PEYOBUHN KenaTuH

3a
peuernmom

UA/1903/02/02

OAPAM®

Kpanni oparnbHi, no 20
abo 50, abo 100 mn 'y
b naKoHi-KpanenbHuLi;
no 1 dnakoHy-
KpanenbHuui y
KapTOHHIN yrakoBL,i

Pixapa biTTHep
Al

ABCTpIS

Pixapa bitTHep Al

ABCTpIS

BHECEHHA 3MiH A0 peecTpauinHux marepianis: 3MiHm | Tuny -
3MiHv Wwopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay.
BBeneHHsi abo 3MiHM [0 y3aranbHeHUX AaHuX Npo CUCTEMY
hapmakoHarnsay (BBeOeHHs y3ararnbHeHUX AaHux Mnpo
cucTemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa Ans
34iiCHEHHA dbapmakoHarnsay B YKpaiHi, kL0 BoHa
BiAMiHHa Bif, yNOBHOBaXkeHOi 0cobW, BifnoBiganbHOI 3a
34iMiCHEHHA dbapmakoHarnsgy (BKIYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi macTep-canna cuctemm
dapmakoHarnaagy) 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0ocobu 3 hapmakoHarnsay 3asBHUKa ANS 34iNCHEHHS
dapmakoHarnsagy B YKpaiHi.

be3
peuennma

UA/14040/01/01

67.

OEKAPUC

Tabnerkmno 50 mr no 2
Tabnetkuny 6nicTepi; no
1 6nicTepy B KapTOHHiN

VIaKoBLi

BAT "TeaeoH
Pixrep"

YropliunHa

BAT "TeaeoH
Pixrep", YropwiuHa
(BUnyck cepit,
ocbopMneHHst
cepTugikaris
sikocTi); MeneoH
Pixrep PymyHis
AT., PymyHis
(noBHWA LMKN
BMPOB HMLITBA
roToBOI NPOAYKUIT,

YropLuuHa/
PymyHisi

BHECEHHS 3MiH [0 PeECTpaLinHMX Martepianis:
3MiHM | TUNy - 3MiHN BHECEHI B TEKCTi MapKyBaHHS YrakOBOK
LLLOA,0 NOCNIAOBHOCTI HanMMCaHHA ChiB B agpeci
3asBHUKa/BUPOD HUKa

be3
peuennma

UA/6866/01/01
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
nakyBaHHs,
KOHTPOIb Ccepii)
68. OEKAPUC Tabnerkuno 150 mr, no BAT "T'eaeoH YropLiuHa BAT "l'eneoH YropuHa/ BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: 6es UA/6866/01/02
1 Tabnertui ybnicrepi, Pixrep" Pixrep", YropwuHa PymyHis 3MiHM | TUNy - 3MiHN BHECEHI B TEKCTi MapKyBaHHS YMakOBOK peuerima
no 1 6nicrtepys (BUnNyck cepit, LLLOA,0 NOCNIAOBHOCTI HanMMCaHHA ChiB B agpeci
KapTOHHIN yrakoBL,i ohopMneHHs 3asIBHMKa/BMPOD HYKa
ceptudikaris
sikocTi); MepeoH
Pixrep PymyHis
AT., PymyHis
(noBHWA LUK
BMPOOHMLTBA
roTOBOI NMPOAYKUIT,
nakyBaHHs,
KOHTpOMb cepii)
69. OEKCAMETA3 Kpanni O4Hi, CycrneHsis, BapLuascbkumn lMonbLa BapLuascbkum [MonbLwa BHECEHHS 3MIH A0 peecTpauivHnux marepianis: 3a UA/2543/01/01
OH B®3 1mMmr/Mnno5mny dapMaLeBTU4HN dhapMaLeBTU4HUIA 3MiHun | TUny - 3miHa napamerpiB cneuudikauivi Ta/abo peuermom
nakoHi-kpanenbHuLi 3 1 3aBog Nonbga 3aBopg [Nonbta AT AOMYCTUMUX MEX FOTOBOrO NiKapCbKoro 3acoby — YTOYHEHHS
KOHTPONEM nepLIoro AT napameTpiB crneuudikalii 3a nokasHukoMm «BmicT piguHn y
po3KpuUTTS; Mo 1 dnakoHi»; 3miHu | Tuny - 3amiHa y meTogax BUNpoOd yBaHHs
hnakoHy-KpanenbHuLi 3 roTOBOroO fikapcbkoro 3acoby
KOHTpOIeM MepLUIoro — BHECEHHSI YTOYHEHb B METOAM KOHTPOSO FOTOBOrO
PO3KPUTTSA B navLi nikapcbkor 3acoby 3a nokasHukom «BmicT pianHn y
KapTOHHI hnakoHi», y 38'A3Ky 3i 3MiHOIO NapameTpiB creumdikaLlii;
3MiHn | Tuny - 3miHa napameTpiB cneundikaudin Ta/abo
OOMYCTUMMX MEX MEPBUHHOI  YMaKOBKM FOTOBOrO J1iKapCbKOro
3acoby - 3MiHa napameTpiB crneuudikalii nakysanbHOro
marepiany (bottle dropper screw cap closure), y 3B’s3Ky 3
npvBegeHHsM y BignosigHocTi 4o BuMor EP; aminm | Tuny -
3MiHa y MeTogax BUNpoOYBaHHA TOTOBOrO JiKapCbKOro
3acoby -
- 3MiHa B MeTogax KOHTPOMO roTOBOrO Nikapcbkoro 3acoby
3a nokasHukom «OnpefeneHus cogepkaHus AuHaTpust
aperara (cnekTpohoTOMETpYst B BUAMMOI obnacTtu)», 3a
nokasHukamu «Onpegenenyst cogepxaHus GeH3ankoHus
xropvaa (TUTpUMETPUYECKUA MeTopn)». BBeaeHHs 3MiH
NpOTSIroM 6-TW MiCSILLiB NiCNs 3aTBEPAKEHHS
70. OEKCAMETA3 Kpanni o4Hi, po3uymH 1 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix marepianis: 3miHu | Tuny - 3a UA/0992/01/01
OH-OAPHMUA Mr/mMn no5 mn abo no "®apmMau eBTn4H "dapmau eBTniHa 3MiHu 3 siKOCTi. FOTOBMIA NikapcbKuiA 3aci6. 3MiHny peu,ernmom
10 Mn y donakoHi, no 1 a cbipma dipma "OapHuys” BUPOGHML TBI. 3MiHW Y MpoLeci BUPOOHWLTBA rOTOBOrO
nakoHy B nayui "OapHiya” nikapcbkoro 3acoby, BKITHOYaKYM NPOMIXKHUIA MPOQYKT, LLO
3aCTOCOBYETLCS MPU BUMPOOHWLITBI FOTOBOrO MiKapCbKoro
3aco0y (iHLWi 3MiHW) - 3MiHa TEPMiHy MPUOATHOCTI NMPOM iXXHOI
npoaykuii. 3arBepakeHo: He Gonee 1 cyr. 3anponoHoBaHo:
He 6onee 28 yacos.
7. OENO- cycnieHsist Ans iH ekuin, MMOANSEP [HK. CLWA Ipansep benebris BHECEHHSI 3MiH 40 PEECTpaLivHUX Marepianis: 3a UA/10030/01/01
MEOPON 40 mr/MNno1 mny MeHtodekyypyHr 3MiHM | TUny - 3miHa HaiMeHyBaHHsT Ta/abo agpecn Micus peyennom
dnakoHi, o 1 drakoHy Benbris HB NpOBadXeHHA AisiNbHOCTI BUPOOHUKA (BKIHOYaoun, 3a

Y KapTOHHIA kopobuii

HeoBXAHOCTI, MicLie NpoBedEeHHsT KOHTPOMo sikocTi), abo
BracHuka macrtep-ganna Ha A®l, abo nocta4anbHuKa
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
AQ|/BuxigHOrO matepiany/peareHTy/NpoMiXXHOrO MPOAYKTY,
LL{O 3aCTOCOBYIOTLCS Y BUPOOHMLTBI API - 3MiHa Ha3BK Ta
anpecu BupobHUKiB APl [eno-Meapon, 6e3 3amiHv Micus
BMPOOHML TBA
72. OEPUBA C renbno 5rabo 15ry [ meHmapk IHais [meHmapk IHaia BHECEHHSI 3MIH A0 peecTpauivHnux marepianis: 3a UA/9245/01/01
FEnb TY0i; no 1 Ty0i B dapmacbloTvkan PapmacbloTvkana 3MiHM | Tuny - 3miHay meTogax BUNpobyBaHHS rOTOBOrO peyennom
KapTOHHI KopoOui 3Jira. nro. niKapcbkoro 3acoby - He3Ha4Hi 3MiHM 4O METOAVK:
«KinbKicHe Bu3HaveHHs. KniHgamiuuHy, «KinbkKicHe
BM3HaYeHHs. PeHokcieTaHon i
MeTunnaparigpokcmbeHzoat», «CymyTHi AOMILLKW.
AnananeH», «CynyrHi gomiwku. KniHgamiyumH». BBegeHHs
3MiH NPOTAroM 6-TW MicALiB NICNSA 3aTBEPAXKEHHA
73. MXAPOIHC® TabneTku, BKpuUTI bepiHrep HimeuunHa BMPOOHULITBO, HimeyynHa | BHeCeHHs 3MiH 40 peecTpauivHix marepianis: 3MiHu | Tuny - 3a UA/14980/01/02
nniBKOBOO 06 OMOHKOK IHrenbxanm nakyBaHHs1, 3MiHu 3 sikocTi. APl KoHTponb A®l. 3miHay meTogax peuernnom
no 10 mr no 10 Tabetok IHT epHEeLLHN MapKyBaHHs, BunNpobyBaHHa APl abo BMXgHOrO Martepiany/npoMixxHOro
y nepcpoposaHoMy M6X KOHTPOInb SIKOCTI, NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETBLCS Yy NPOLLEC
6nicTtepi; no 1a6o 3 BUMYCK Cepii: BupobHMLTBa A®I (iHWi 3MiHM B MeToaax BUNpob yBaHHSA
6GnicTepuy KapTOHHIN BepiHrep (BKNHOYaOUM 3amiHy ab0 [OMOBHEHHS) ATS peareHTy, Lo He
Kopob Ui IHrenbxaim ®apma CMPVYMHSIE ICTOTHOrO BMNUBY Ha sikicTb ADI) 3miHa y
M6 Xi Ko. KT, MeToAax BUMPOOYBaHHA BUXAHOrO Marepiany - BBeAEHHs
HimevumHa; [00aTKOBOI anbTepHaTMBHOI MeToaMKM Ans igeHTudikauii
anbTepHaTuBHa MarHito y BUXigHii pedoBuHi Marito [3onponinxnopva/niTito
AiNbHULA ANa Xnopua, fKa BUKOPUCTOBYETLCA AN cuHTesy AdI
BTOPVHHOTO (emnarnidpno3uHy) (3aTBEpAXEHO: peakLis 3 BUNaaaHHAM
naKyBaHHs: 0Cafly, 3anMporoHOBaHO: peakLisi 3 BuNagaHHaM ocagy abo
PapmJlor apma anbTepHaTvBHa PeHTreHgnioopecLieHTHa CnekTpoCcKonis).
TopxicTik TMBX, 3Minm | Tuny - 3minm 3 sikocTi. APl. Kontponbe A®L. 3miHay
HimeuumHa; napametpax cneuudikauin Ta/abo OMyCTUMKUX MEX,
LLteremaHnH BU3Ha4eHUX Y creyudikauisx Ha ADI, abo
JIboHp epriakyHreH BUXiAHAW/MPOMDKHUIA  MPOAYKT/peareHT, Lo
wHa JloricTiwep BMKOPUCTOBYIOTLCS1 Y MpoLieci BUpoGHMLTBa ADI
Cepeic e. K., (nonaBaHHs1 abo 3amiHa (3@ BUHATKOM aKTMBHOI PEYOBUHM
HimevunHa GionoriyHoro abo iMYHOMOriYHOro MOXOOPKEHHS) NapaMeTpa
cneuudikauii 3 BigNoBiAHMM METOAOM BUMPoDYBaHHS 3a
pesynbTaramu gocnigxeHb 3 6e3nekn abo SKocCTi) 3miHa y
napametpax creuudikadin Ta MeTogax BUNpobyBaHHs
BMXHOrO marepiany ons cuHredy Ad| (emnarnidnosuHy) -
BBEJEHHA A0AAaTKOBOrO MapaMeTpy YMCTOTM ANSA KOHTPOIio
ioHiB 3anizay BmxigHin cupoBuHi MarHito 13onponinxnopugy
/niTito xnopua, ska BUKOPUCTOBYETBLCA A5 CUHTE3Y
emnarnino3uHy, 3 BUKOPUCTaHHAM [BOX BarligoBaHunx
Metoauk (Mac-cnekTpomeTpisi; ATOMHO-eMicilHa
CMEeKTPOMETPIS).
74. OKAPOIHC® TabneTku, BKpUTI bepiHrep HimevdmHa BMPOOHMLITBO, HiMeudmHa | BHeCceHHs 3MiH [0 peecTpauivHux marepianis: 3MiHu | Tuny - 3a UA/14980/01/01
NriBKOBOIO 0DOIOHKOK IHrenbxanm nakyBaHHs1, 3MiHm 3 sikocTi. APl KoHtponb A®l. 3miHay meTogax peu,ernnom
no 25 mr no 10 Taberok IHTepHeLLHN MapKyBaHHs1, BunpobyBaHHa APl abo BMXQHOrO Martepiany/npoMixHOro
y nepcpoposaHomMy M™6X KOHTPOMb SKOCTI, NpOAYKTY/peareHTy, LU0 BUKOPVCTOBYETLCS Y MPOLLEC
6nictepi; no 1a6o 3 BWIMYCK Cepii: BupobHMUTBa ADI (iHWi 3MiHM B MeTOoAax BUNPOO yBaHHS
GnicTepny KapTOHHIN BepiHrep (BKNIOYAOUM 3amiHy abo AOMOBHEHHS) ANS peareHTy, Lo He

Kopobui

lHrenbxanm ®apma

CMPUYMHSIE iICTOTHOrO BNuBY Ha skicTb ADI) 3miHay
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
'moXi Ko. KT, MeTofax BUNpobYBaHHA BUXAHOrO Marepiany - BBeAEHHS!
HimeuumHa; [00aTKOBOI anbTEPHATMBHOI METoAMKY Ans igeHTudikauii
anbTepHaTuBHa MarHito y BUXigHii pevoBuHi Marwito I3onponinxnopua/niTito
AiNbHALSA ANS XIopyA, SKa BUKOPUCTOBYETbCS A5s cuHTedy AdI
BTOPVHHOIO (emnarnidno3uHy) (3aTBepakeHo: peakLisi 3 BUNagaHHAM
naKyBaHHS: ocafly, 3anporioHOBaHO: peakLisf 3 BUNagaHHaM ocagy abo
dapmJlor Papma anbTepHaTuBHa PeHTreHntoopecLeHTHa CneKTpocKonis).
TopxicTik TMBX, 3Minm | Tuny - 3minm 3 skocTi. A®Pl. Kontpone A®L. 3miHay
HimeuuunHa; napametpax cneuudikauin Ta/abo 4OMyCTUMUX MEX,
LteremanH BM3Ha4eHuXx Y crneyudikauisx Ha ADI, abo
JTboH epnakyHreH BMXIOHWA/MPOMDKHWIA  MpOAYKT/peareHT, Lo
wHa JloricTiwep BMKOPUCTOBYIOTLCS Y NpoLieci BupobHuLTBa AdI
Cepeic e. K., (nogaBaHHs abo 3amiHa (3@ BUHSTKOM aKTMBHOI PEYOBUHM
HimevunHa HionoriyHoro abo iMYHOMOriYHOro MOXOOPKEHHs) NapameTpa
creumdikadii 3 BignoBiAHUM METOAOM BUNPOOYBaHHS 3a
pesynbTataMmu AocnigxeHb 3 6e3neku abo sKocTi) 3amiHa 'y
napametpax cneuudikauin Ta meTogax BUNpobyBaHHs
BUXiAHOrO Martepiany Ans cuHtedy Adl (emnarnicpnoauty) -
BBEAEHHA [00aTKOBOrO MapaMmeTpy YUCTOTU OS5 KOHTPOIo
ioHiB 3ani3ay BuxigHin cuposuHi MarHito 13onponinxnopugy
/niTito xnopua, SKa BUKOPVCTOBYETLCA ANSA CUHTE3Y
eMnarnidno3uHy, 3 BUKOPUCTaHHSM [BOX BarnifoBaHUX
Meroauk (Mac-crnekTpomeTpis; ATOMHO-eMiciHa
CMEKTPOMETPIs).
75. OATIPOCTTAH® | cycnienais Ans iHekUin, LepiHr-Nnay LLisenapis Onsa amnyn: PpaHuis/ BHECEHHS 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - 3a UA/9168/01/01
Ansi BUpobHuKiB LLepiHr- CeHtpan lct Al BupoGHuk in bulk, Benebris 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapMakoHarnsay. peu,ernmom
Mnay Na6o H.B., nepBuHHE BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
Benebrisi; CEHEKCIHSC naKkyBaHHs: dapmakoHarnaay (BBEOEHHS Yy3ararnbHEHUX AaHWX Mpo
- EPYBINIb CEHT KIIEP, CEHEKCIHSC - cucteMy chapmakoHarnsiy, 3MiHa YOBHOBaXXeHOI ocobu,
®paHuis: no 1mn B EPYBINb CEHT BiAMOBIAANbHOI 3a 3AiVicHeHHs bapmakoHarnsagy,
amnyni; no 5 amnyn B KNEP, ®paHuis; KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
KapTOHHI KopoOui; ons BupobHuk 3a 30iViCHEHHs (bapmakoHarnsay B YKpaiHi, K0 BoHa
Bupo6Huka CEHEKCI MOBHUM LIUKIIOM: BiMiHHa Bif yNOBHOBaxkeHOi 0co6M, BifgnoBiganbHOI 3a
HSC - EPYBINIb CEHT LepiHr-Mnay Nabo 3iNCHEHHA dbapMakoHarnsay (BKTYauy KOHTaKTHI [AaHi)
KJIEP, ®paHuis: no 1 mn H.B., Benbris; Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemu
B nornepeaHL0 [Onsa nonepenHL0 hapmakoHarnsigy) - 3mMmiHa 'y po3MilleHHi MancTep-danny
HaMoOBHEHOMY  LUNPULLi; HanNoOBHEHNX cucteMmu cpapmakoHarnsigy 3asiBHUKA; YTOMHEHHA Micusi
no 1 wnpuyy B LUMPULiB: NPOBEOEHHST OCHOBHOI AisNbHOCTI KOMNaHii 3
KkomnnekTi 3 1abo 2 CEHEKCIHSC - dapmakoHarnaay.
CTEPUNBHUMW FONKaMu B EPYBINIb CEHT
nNacTUKoBOMY KINEP, ®paHuis
KOHTEMHEpi B KapTOHHIN
Kopobui
76. OIOCMIH MOpOLLIOK (CYBCTaHUis) y MPAT YkpaiHa CuiyaHb Ceni Kuran BHECEHHS 3MiH A0 peecTpauivHnx Martepianis: 3MiHu | Tuny - - UA/15593/01/01
oA BiiHNX "®ITODAPM" dapmacbloTuKan ApMiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo
nonieTuneHoBmx Ko., Jlta. agpecy Micus NpoBadXeHHs! AisnbHOCTI BUPOOHWKa

naketax ans
¢hapmaL,eBT4HOro
3acTocyBaHHs!

(BKMtOYaoun, 3a HEOOXAHOCTi, MicLe NPOBEAEHHS KOHTPOmio
sikocTi), abo BnacHuka mactep-channa Ha Adl, abo
noctavanbHvka Adl/BuxgHOro
Marepiany/peareHTy/MPOMiXKHOr 0 MPOOYKTY, LLO
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
3aCTOCOBYIOThCS Y BUPOOHMLTBI AD| (SKLLO 3a3HaYeHo Y
[0Cbe Ha nikapcbKuii 3acib) 3a BiACYTHOCTI cepTudikara
BiANOBIAHOCTi €Bponenchbkin apmakonei y 3aTBepaXXeHOMY
Aockbe, abo BUPOOHVKA HOBOI [OMOMIXHOI PEYOBUHM (SKLLLO
3a3HayeHo y Aocbke) 3MmiHa agpecu BuUpobHUKa AdPI
HiocmiHy, CuyyaHb Ceni ®apmacbktotukan Ko., Ita, Kuran
6e3 3MiHU MicList BUpOOHMLITBA
77. OIOPNTIAH® TabneTku, BKpUTi MAT YkpaiHa MAT YkpaiHa BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 6e3 UA/10773/01/01
NMiBKOBOIO 0OOMOHKO0, "KviiBMmeanpenap "KviBmeanpenapat 3MiHu | Tuny - 3minn Wwopno 6esnekn/edeKTUBHOCTI Ta peuenima
no 500 wmr; no 10 ar" " dapmakoHarnsay - OHOBIEHHS BXe 3aTBEPAXEHOro TEeKCTY
Tabnetok y 6nictepi; no MapKyBaHHS BTOPVHHOI Ta MEPBMHHOI YMaKkOoBKW MiKapCbKOro
3 abo 6 6nicTepiBy 3acoby (BHECEHHS MO3Ha4YeHb OAVHWLb BUMipOBaHHS, 3
naJui 3 KapToHy BUKOPUCTaHHAM NiTep NaTuHCLKOro andasiTy). BeeaeHHs
3MiH NPOTAroM 6-TW MicALiB NICNSA 3aTBEPAXKEHHA
78. AOP30OTUMOIN | kpanmi o4Hi, po3umH no 5 Apnpan- Xopsaris Appan-raneHcekun Xopsaris BHECEHHA 3MiH [0 peecTpauitHux Marepianis: 3Minm | Tuny - 3a UA/14028/01/01
® My dnaKoHi- [aneHcbKui Jlabopatopii 4.4. 3MiHu 3 sikocTi. FoToBUIN Nikapcbkuii 3aci6. 3miHn y peuernnom
KpanenbHuui; no 1 Jlabopartopiv BMPOOHUL TBI. 3MiHW y npoueci BUPOBHMLTBA rOTOBOrO
b naKoHy-KpanenbHuLUi B a.o. nikapcbkoro 3acoby, BKITHOYaouM NMPOMIDKHUA NPOAYKT, L0
KapTOHHI Kopobui 3aCTOCOBYETLCSA NPU BMPOOHWLTBI FOTOBOrO MiKapCbKOro
3acoby (He3HayHa 3MiHay npoueci BUpoOHMLTBA) 3MiHM HA
pi3HMX eTanax BupobHuyoro npouecy 13, a came: 3miHeHo
KOHTPONbOBaHi Mexi 3HayeHHs pH nicns po3yvMHeHHs MaHiTa
TaHaTpilo uuTpary, 3MiwyBaHHs po3unHy |l BinGyBaeTbCA
NpY OXOMNOLKEHHI, Yac 3MillyBaHHA MpW MiAroToBL
hapMaLeBTUYHOTO MPOZYKTY 3MEHLLEHO.
79. OIOPOrE3IK® nnacTup TOB "[DKOHCOH i YkpaiHa AHcceH Benebris BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 3a UA/1362/01/01
TpaHcaepManbHui, 25 IDKOHCOH ®apmauesTuka HB BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: peuernnom
MKr/rog; 1 nnactvp YkpaiHa" 3MiHM | TUny - 3MiHa HOMEPIB 3aTBepAXEHUX MEeTOfIB Yy
TpaHcaepManbHui y opuriHanbHin gokymertadii (p.3.2.P.5.1). MeTtoauku Ta
nakerti; no 5 nakeTiB y crneymdikayis He 3MiHunucs; 3aminm Il Tuny - gogaBaHHA
KapTOHHI KopoOui HagmuciB (Ha3Ba i cuna Aii nikapcbkoro 3acoby) Ha
30BHiLLHI CTOPOHI NnacTupy (Luap, Lo 6e3nocepefHb0 He
KOHTaKTYe 3 nikapcbkum 3acobom). MNpuBegeHHs dopmu
nnacTupy 4o marepianis BUpobHMKa. 3MiHM BHECEHI B
IHCTPYKLiIO ANA MegMYHOTO 3acTocyBaHHs Y p. «OCHOBHI
Pi3VKO-XIMiYHi BNacTUBOCTI», SK HAacNigoK — BiANOBIAHI 3MiHW
y TEKCT MapKyBaHHs YMaKOBKW NiKapCbKoro 3acoby
80. OFOPOT E3IK® nnacTup TOB "[DKOHCOH | YKpaiHa AHcceH benbris BHECEHHS 3MiH [0 PeECTpaLinHMX Marepianis: 3a UA/1362/01/02
TpaHcaepmanbhui, 50 IPKOHCOH dapmaueTuka HB BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: peu,ernnom
MKr/rog; 1 nnactuvp YkpaiHa" 3MiHM | TUny - 3MiHa HOMePIB 3aTBepOXKEHNX METOAIBY
TpaHcaepmarnbHAA Yy opuvriHanbHii gokymenTauii (p.3.2.P.5.1). Metoguku Ta
nakerti; no 5 nakeTiB y crneyudikayis He 3MiHMNucs; 3minm Il Tuny - gogaBaHHA
KapTOHHI KopoOui HagmuciB (Ha3Ba i cuna aii nikapcbkoro 3acoby) Ha
30BHILLUHIN CTOPOHI NnacTupy (wwap, wo 6e3nocepenHs0 He
KOHTaKTYe 3 nikapcbkum 3acobom). MNpueeneHHs dopmu
nrnacTupy 4o martepianis BUpoOHMKA. 3MiHM BHECEHI B
iHCTpPYKLit0 AN MeAUYHOrO 3acTocyBaHHs Y p. «OCHOBHI
$i3UKO-XIMiYHI BNaCTMBOCTIi», SIK HACMIiAOK — BiAMOBIAHI 3MiHU
y TEKCT MapKyBaHHsI yMaKkoBKM J1ikapCbKoro 3acoby
81. LOHOPOIE3IK® nnacTup TOB "[DKOHCOH | YKpai Ha AHCCEH benebris BHECEHHS 3MiH [0 PEECTPALiVHUX MarTepianis: 3a UA/1362/01/03
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
TpaHcaepmanbHuy, 100 [DKOHCOH PapmauesTka HB 3MIHM | TUMy - 3MiHa HOMEPIB 3aTBEPOKEHNX METOAIB Y peu,ernnom
MmKr/rog; 1 nnactvp YkpaiHa opuvriHanbHii gokymenTauii (p.3.2.P.5.1). Metoguku Ta
TpaHcAepManbHui y crneymdikayis He 3MiHunucs; aminm Il Tuny - gogasaHHA
nakerti; no 5 nakeTiB y HagmuciB (Ha3Ba i cuna aii nikapcbkoro 3acoby) Ha
KapTOHHI kopobui 30BHiLLHI CTOpPOHI NnacTupy (Luap, Lo 6e3nocepefHb0 He
KOHTaKTYE 3 Nnikapcbkum 3acobom). MNpueeneHHs dopmu
nnacTupy 4o marepianiB BUpoOHMKa. 3MiHM BHECEH B
iHCTPYKLit0O AN MeAUYHOrO 3acTocyBaHHS y p. « OCHOBHI
§i3UKO-XIMiYHI BNaCTMBOCTIi», SIK HACMIiAOK — BiAMOBIAHI 3MiHU
y TEKCT MapKyBaHHs YaKOBKW NiKapcbKoro 3acoby
82. OHOPOrE3IK® nnacTup TOB "[DKOHCOH i YkpaiHa AHcceH Benebris BHECEHHSI 3MiH 0 peeCTpaLiiHux Marepianis: 3a UA/1362/01/04
TpaHcoepMmanbHui, 75 [KOHCOH dapmauesTka HB 3MiHM | TUNy - 3MiHa HOMepIB 3aTBepOXKEHNX METOAIBY peuyernnom
MKr/rog; 1 nnactvp YkpaiHa" opuvriHanbHii gokymenTauii (p.3.2.P.5.1). Metoguku Ta
TpaHcAepManbHui y crneyudikayis He aMiHunucs; aminm Il Tuny - gogaBaHHA
nakerti; no 5 nakeTiB y HaomuciB (Ha3Ba i cuna Aii nikapcbkoro 3acoby) Ha
KapTOHHI kopobui 30BHiLLHI CTOPOHI NnacTupy (Luap, o 6e3nocepefHb0 He
KOHTaKTYE 3 Nnikapcbkum 3acobom). MNpuseneHHs dopmu
nnacTupy 4o marepianiB BUpoOHMKa. 3MiHM BHECEH B
iHCTPYKLit0O AN MeAUYHOrO 3acTocyBaHHS y p. «OCHOBHI
$i3UKO-XIMiYHI BMaCTMBOCTI», SK HACMiAOK — BiAMOBIAHI 3MiHU
y TEKCT MapKyBaHHs YaKOBKW NiKapcbKoro 3acoby
83. EBPAHTUN pO34vH ON4 iH ekyin, 5 Takena T'm6X Hime4unHa BMPODHMLITBO 3a ABCTpis BHECEHHS 3MiH A0 peecTpauivHnx Marepianis: 3mMiHv | Tuny - 3a UA/9943/02/01
Mr/mn no 5 mn (25 mr) NOBHWUM LIMKITOM: 3MiHu W oo 6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsay. peuyernnom
abo no 10 mn (50 mr) B Takena AscTpist BeenerHss abo 3MiHVM 40 y3aranbHEHNX [aHMX MpO cUcTeMy
amnyni; no 5, abo no 10, mM6X, ABCTpis; apmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
abo no 50 amnyn y KOHTPOMb SKOCTI cucteMy bapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
KapTOHHI KopobLii («CTepunbHICTb»): BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay,
ENIKEC Mm6X KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa Ans
IMEQ, AscTpis 34iiCHEHHA dbapmakoHarnsay B YKpaiHi, kL0 BoHa
BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
34iViCHEHHA dbapmakoHarnsgy (BKYauM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-darnna cuctemm
apmakoHarnsigy) - 3miHa yroBHOBaXKeHOi  0cobu
BignoBiganbHoi 3a hapmakoHarnsag: Mitoya pegakuis: Simon
Ashworth; [NponoHoBaHa pepakuis: Sumit Munjal. 3miHa
KOHTaKTHOI 0COOM 3asiBHWKA, BiAMOBiAaNbHOI 3a 3[iACHEHHS
dapmakoHarnaay B YkpaiHi: fitova pegakuis: KniwmH AHTOH
Muwukonarosuy; MponoHoBaHa peaakuisi: CaMOHEHKO
MapuHa BonogumupiBHa. 3MiHa KOHTAKTHUX OaHWX
YNOBHOBaXXEHOI  0ocobu, BignosiganbHoi 3a chapmakoHarnsa.
3MiHa KOHTaKTHUX AaHWX KOHTaKTHOI ocobw, BifnoBiganbHOI
3a hapmakoHarnsg.
84. EK30-0EPM kpem, 10 mr/r;no 15 ry ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHx marepianis: 3miHu | Tuny - be3 UA/13915/02/01
TY6i; no 1 TyGi y kopobui 06 MexeHo 06 MexeHo AnMiHicTpaTvBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo peuennma
3 KapToHy BiAMOBIAaNbHICT BiAMOBIAaNbHICTIO afpecy 3asiBHVKA (BracHMKa peecTpauiiHoro MocBigYeHHsT)
10 "®apmau eBTniHa (BBegeHHst 3MiH NpoTAroM 6-Tu MicsaUiB nicns
"dpapmaL eBTU4H KOMMaHis 3aTBepAXeHHs); 3MiHu | Tuny - AOMiHICTpaTUBHI 3MiHW.
a KoMnaHis "3popoB's" 3MiHa HaMMeHyBaHHs1 Ta/abo agpecn MicLs NPOBaAXEHHSI
"3n0opoB's" OisnbHOCTI BUPOBHUKa/iMnopTepa roTOBOro fikapcbkoro

3acoby, BKMOYaum AinbHULi BUNYCKY cepii abo micue
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3asieHUK
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BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

NMPOBEAEHHS KOHTPOMO SKOCTI. (AISNbHICTb, 3@ SKY
BiAMOBIAae BMPOOHMK/IMMOPTEP, BKITHOYaOYN BUMYCK Cepin) -
YTOYHEHHA 3Apecu MiCLA MPOBaAMXEHHS AifnbHOCTI
BMpPOOHMKa TOBapUCTBO 3 OOMEXKEHOK BiANOBiAANbHICTIO
"®apmaneBTuiHa koMnaHia "3gopos's”, YkpaiHa, 6e3 3MiHu
Micus BUpoOHMUTB (BBegeHHss 3MiH NpoTsirom 6-Tu Micsuis
nicrs 3aTBepaXeHHs1)

85.

EK30-OEPM

kpem, 10 mr/r in bulk no
10 kry 6o4kax
cTaneBux, 3aKpUTKX
KPULLKaMW 3 3aTUCKHUM
KinbLem

Tosapucteo 3
06 MexeHo
BignoBiganbHiCT
10
"dapmau eBsTn4H
a KoMnaHis
"3nopos's"

YkpaiHa

Tosapucteo 3
06 MexeHo
Bi4MNOBigaNbHICTHO
"dapmau eBTniHa
KOMMaHis
"3popoB's"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiHix mMarepianis: 3miHu | Tuny -
AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo
afapecy 3asiBHVKA (BracHWKa peecTpauiiHoro MocBigyeHHs!)
(BBepeHHs 3MiH nmpoTarom 6-Tu micsauis nicns
3aTBepaXeHHs); 3MiHv | Tuny - AOMiHICTpaTUBHI 3MiHW.
3MiHa HanMeHyBaHHS Ta/abo agpecy MicusA NPOBaAXEHHs
OisnbHOCTI BUPOBHMKa/imnopTepa roTOBOro fikapcbkoro
3acoby, BKITHOYaloum AinbHNLLI BUNYCKY cepii abo micue
NpoBeOEHHs1 KOHTPOIO SKOCTI. (AisnbHICTb, 3a SKY
BiAMOBifae BMPOOHMK/IMNOPTEP, BKITHOYAO4UN BUMYCK Cepilt) -
YTOYHEHHA aApecu MiCLS NPOBaAMXEHHS OisnbHOCTI
BMpPOOHMKa TOBapUCTBO 3 OOMEXKEHOK BiANOBiAANbHICTIO
"®apmaneBTyiHa koMnaHia "3g0opos's”, YkpaiHa, 6e3 3MiHu
Micu s BUpoOHMLTB (BBEeaeHHs 3MiH npoTarom 6-Tu micsuiB
nicrsi 3aTBepaXeHHs)

UA/15788/01/01

86.

EKCUCTEH-
CAHOBEJb

Tabnetkmno 15 mrno 10
Tabnetok y 6nictepi; no
1 abo 3 6nictepuy
KapTOHHI KOpoOLii

CaHoBenb Insay
CaHai Be
Twoxapet A.LLL.

TypeyunHa

CaHoBenb Insy
CaHai Be
Tupxapet A.LLL.

TypevymHa

BHECEHHS 3MIH [0 peecTpauivHix marepianis: 3MiHu | Tuny -
ApMmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo
afpecu 3asBHUKA (BNacHWKa peecTpauiiHoro nocBigyYeHHs)
- 3MiHa agpecy 3asBHYKaE; 3MiHu | Tvny - AgMiHICTpaTvBHI
3MiHW. 3MmiHa HaliMeHyBaHHst Ta/abo agpecu Mmicus
MPOBaAKEHHS AiANbHOCTI BUPOOHMKa/iMmopTepa roTOBOrO
nikapcbkoro 3acoby, BKIoYatoum AinbHULi BUNycky cepii abo
MicCLie MPOBEOEHHA KOHTPOMIO SKOCTI. (AiSNbHICTb, 33 AKY
BiANOBiAae BMPOOHMK/IMNOPTEP, BKITHOYAOUUM BUMYCK Cepilt) -
3MiHa agpecy BUpoOHVKA, 6e3 3MiHM MicLis BUpPOOHML TBa

3a
peyernmm

UA/9604/01/02

87.

EKC®OPX H

Tabnetku, BKpuTi
nniBKOBOO 06 OMOHKOI,
no 5 mr/160 mr/12,5 mr
no 14 tabnertok y
6nictepi; no 1abo 2
6nicTepn B KapTOHHI
Kopobui

Hosaptic ®apma

LLisenuapis

BrpobH1L TBO,
KOHTPOMb SKOCTI,
naKkyBaHHsi, BUMYCK
cepii:
Hogaptic ®apma
LTenH Al,
LLiseriapis
abo
Hogapric
dapmacbloTuka
C.A,, IcnaHis;
KoHTpornb siKoCTi:
PapmaHaniTuka
CA, Weenyapia

LLiseriuapis/
Icnanis

BHECEHHS 3MiH A0 peecTpauiHnx Martepianis: 3minm | Tuny -
AnmiHicTpaTvBHi 3MiHN. BunydeHHs BUpoBHWYOI AinbHWLI
(Bkntovatoum ainbHuui Ans A®I, npomixkHoro npoaykTy abo

roTOBOrO fikapcbkoro 3acoby, AinbHULi ANS NpoBeaEeHHS
nakyBaHHs, BUPOOHMKA, BiANOBIAANBLHOIO 3a BUMYCK Cepii,
MicL,e NPoBEOEHHS KOHTPOMIO cepii ) abo nocTavanbHuKa
BUXAHOTO Marepiany, peareHTy abo A0MOMiDKHOI peYvoBUHN

(SIKLL,0 3a3HAYEHO Y AOCBE) BUIMYHEHHS BUMPOOHWMYOI JinbHML

BiANOBi4anbHOI 3a NepB/HHE Ta BTOPUHHE NaKyBaHHSA [13 -
Onnak pyn All, Leenuapis. BeegeHHss 3MiH npotsrom 3-x

micsauiB nicns 3arBepaXeHHd. 3minu | Tuny -

AnmiHicTpaTvBHi 3MiHN. BunydeHHs BUpOBHWYOI AinbHWLI
(Bkntovatoum ginbHuui anst A®I, npomixkHoro npopykTy abo

roTOBOr0 NiKapcbkoro 3acoby, AinbHULiI 45 NpoBeaeHHs
nakyBaHHs, BUPOOHMKa, BiANOBI4ANbLHOrO 3a BUMYCK Cepii,

MicLie MpoBeAEHHS KOHTPOMto cepii) abo nocTadanbHuka
BMXIHOTO Marepiany, peareHTy abo [0MoMiXKHOI peyvoBUHN
(SKLL,O 3a3HAYEHO Y JOCBE) BUNMYMEHHS] BMPOOHMYOI AinbHULL

3a
peuerinom

UA/12679/01/03
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BIAMOBIAANbHOI 3a NEPBMHHE Ta BTOPWHHE MakyBaHHs [T13 -
KoHadbapma AT, L enuapis. BeegeHHs 3miH npotarom 3-x
MicsauiB nicns 3arBepaXeHHs. 3MiHu | Tuny - 3MiHu 3 sKoCTi.
Ceptudpikar BignosigHocTi/[E-cepTudpikar BignosigHoOCTI
€Bponevicbkin dapmakonei/MoHorpadii. NogaHHA HOBOro
abo OHOBMEHOro ceprudyikara BignoBigHOCTI a0 BUNMYHEHHS
cepTudikara BignoBigHOCTI €Bponencbkin dapmakonei: Ans
A®I; ons BUXAHOTO Matepiany/peareHTy/npoMixXHoro
NPOAYKTY, LLO BUKOPUCTOBWOTLCA Y BUPOOHULTBI A®I; ans
[OOMOMIDKHOI peyoBuHM (cepTudpikar BignoBigHOCTI
€Bponevicbkinn papmakonei) - OHOBNeHW cepTudikar Big
yKe 3aTBephXeHoro BUpoOHMKa nopaHHs oHoeneHoro CEP
Ne R1-CEP 2008-122-Rev 01(3arBepaxeHo: R1-CEP 2008-
122-Rev 00 agng gitovoi pevosuHn Amlodipine besilate Big
3arBepaxeHoro BupobHuka LEK PHARMACEUTICALS D.D.
y 3B's13KY 3 flogaBaHHam Cadila Healthcare Ltd. sik
anbTepHaTVMBHOTO MocTavanbHUKa BUXAHOTO Marepiany
amlodipine FIA, L0 BUKOPUCTOBYETHCS A5 BUPOOHWLTBA
aitoyoi peyoBHn Amlodipine besilate. BBegeHHs 3miH
npoTSAroM 3-X MiCsILiB Nicnsi 3aTBEPAKEHHS.

88.

EKC®OPX H

TabneTku, BKpUTi
NNiBKOBOK 0D OMOHKOLO,
no 10 mr/160 mr/12,5 mr
no 14 tabnerok y
6nictepi; no 1a6o 2
6nicTepn B KapTOHHIN
Kopobui

Hosaptic ®apma
Al

LLiBenu apia

BupoGHMLTBO,
KOHTPOIb SIKOCTI,
naKkyBaHHsi, BWMyCK
cepii:
Hoaptic ®apma
LWrenH Al,
LLiBenu apia
abo
HosaprTic
dapmacbloTuka
C.A., IcnaHis;
KoHTponb sikocTi:
®dapmaHanitTuka
CA, Weenyapis

LLIeriuapis/
IcnaHis

BHECEHHA 3MiH [0 peecTpauitHux Martepianis: 3Minm | Tuny -
AaMiHicTpaTuBHI 3MiHW. BunydeHHs BUPOOHWYOI AinbHUL
(Bkntovatoum ginbHuui ons A®I, npomixkHoro npodykTy abo

roTOBOr0 NiKapcbkoro 3acoby, AinbHULiI 45 NpoBeneHHs
nakyBaHHs, BUPOOHMKa, BiANOBI4ANbLHOrO 3a BUMYCK Cepii,
MiCLie MPOBEAEHHA KOHTPOMIO cepii) abo nocTavanbHuKa
BUXIHOTO MarTepiany, peareHTy abo J0MoMiXXHOI pevOBUHN

(SKLLL0 3a3HaYEHO Y AOCBE) BUIYHEHHS BUMPODHWYOI AinbHULL

BiAMOBIAaNbHOI 3a NEPBYHHE Ta BTOpWHHE MakyBaHHs [T13 -
Onnak Mpyn AT, Wseviuapis. BeeaerHs 3miH npotsrom 3-x

MicAauUiB nicnsa 3aTBepoXeHHs. 3Minu | Tuny -
AnMmiHicTpaTvBHi 3MiHN. BunydeHHs BUpOOHWYOI AinbHWLI
(Bkntovatoum ginbHuui ons AdI, npomixHoro npogykTy abo

roTOBOrO NiKapcbKoro 3acoby, AinbHULi 4N5 NpoBeneHHs
nakyBaHHsl, BUPOOHMKa, BigNOBigaNbLHOrO 3a BUMYCK Cepii,
MicLie NpoBEOEHHA KOHTPOMIO cepii ) abo nocTavanbHuKa
BMXQHOrO marepiany, peareHTy abo OOMOMIKHOI PevOBUHM

(SKLL,0 3a3HaYEHO Y AOCBE) BUIYHEHHS BUMPOOHWYOI JinbHML

Bi4NOBi4anbHOI 3a NepByvHHE Ta BTOPUHHE naKyBaHHsA [T13 -
KoHadpapma Al LLiBenuapis. BeegeHHs 3MiH npotarom 3-x
MicsauiB nicns 3arBepaXeHHs. 3MiHu | Tuny - 3MiHu 3 FKOCTi.

Ceptudikart BignosigHocTi/E-cepTudikar BignosigHoCTi
€Bponeicbkin hapmakonei/moHorpadii. MNoaaHHs HoBoro
abo oHoBneHoro ceprudikara BifgnoBigHOCTi ab0 BUMYHEHHs
cepTudikara BignoBiAHOCTI €BponeincbKin dapmakonei: Ans
A®Il; onga BmxgHOrO Martepiany/peareHTy/npoMiXHoro
NPOAYKTY, L0 BUKOPUCTOBYOTBLCSA Y BUpPoOHMLTBI AP, ang
OOMOMIKHOI peyoBUHU (cepTuddikaT Bi4MnoBiAHOCTI
€Bporievicbkin hapmakonei) - OHoBneHWA cepTudikar Bif
y)KE 3aTBEepAXKEHOro BUMpOOHWKA nopaHHs oHoeneHoro CEP

3a
peuennom

UA/12679/01/04
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
Ne R1-CEP 2008-122-Rev 01(3atBepaxeHo: R1-CEP 2008-
122-Rev 00 gns gitoyoi pedosuHn Amlodipine besilate Big
3arBepaxeHoro BupobHuka LEK PHARMACEUTICALS D.D.
y 3B'A3Ky 3 fogaBaHHsam Cadila Healthcare Ltd. sk
anbTepHaTMBHOTO MocTavanbHUKa BUXAHOTO MaTepiany
amlodipine FIA, L0 BUKOPMCTOBYETECA ANS BUPOOHMLITBA
aitoyoi pevoBuHn Amlodipine besilate. BeegeHHs 3MiH
NpOTSIroM 3-X MiCsILLiB Nicrsi 3aTBEPAKEHHS.
89. EPIOE3- TabneTku, BKpuTI IMpAT Ykpai Ha IMpAT YkpaiHa BHECEHHS 3MiH A0 peecTpauivHix marepianis: 3mMiHv | Tuny - be3 UA/12919/01/01
OAPHULUA 06ornoHKo, No 5 Mr no "dpapmaL eBTU4H "dapmal eBTn4Ha 3MiHu 3 sikocTi. MoToBUIA Nikapcbkuii 3acit. 3MiHn y peuyernma
10 TabneTok y KOHTYpHIN a dipma dipma "OapHmus" BUPOOHMLTBI. 3MiHa po3Mipy cepii (BkMtoyatoum gianasoH
YapyHKOBIW YNakoBLii; Mo "OapHiya" po3Mipy cepii) roToBOro Mikapcbkoro 3acoby (3MeHLUeHHs A0
1 abono 2, abo no 3 10 pasiB) - BBeOEHHA 4oaaTkoBoro po3mipy cepii 13 39,52
KOHTYPHI YapyHKOBI Kr (38,0 TMC. ynakoBOK) [0 BXe 3aTBEpOKEHOro po3Mipy
YNaKoBKM B nayLi cepii 83,2 kr (80,0 Tuc. ynakoBok). 3MmiHu | Tvny - 3miHn 3
sikocTi. MoToBUI nikapcbkuii 3aci6. 3MiHM Yy BUPOOHULTBI.
3MiHV Y MpoLLeci BMPOOHWLITBA FOTOBOrO MiKapCbKOro
3acoby, BKIHOYaoUM MPOMKHUA MPOAYKT, WO
3aCTOCOBYETLCSA MPU BMPOOHWLTBI FOTOBOrO MiKapCbKOro
3aco0y (iHLWi 3MiHW) - BHECEHHSI HE3HAYHWMX 3MiH [0 p.
3.2.P.3. MNpouec BMpoOHMLTBA NikapCbkoro 3acoby
90. ECKYBIT® TabneTku, BKpuUTI MAT YKpaiHa IMAT "Tannicapm”, YkpaiHa BHECEHHA 3MiH 0 peecTpaLinHuX Marepianis: be3 UA/3298/01/01
NriBKOBOIO 00OMOHKO0, "Fanuucpapm” YkpaiHa; MAT 3MiHM | Tuny - 3miHv Wwoao 6esnekn/epekTUBHOCTI Ta peuyernma
no 40 mr; o 10 "KviBMmennpenapar apMakoHarnsay - OHOBIEHHA BXe 3aTBEPAXEHOro TeKCTy
Tabnetok y 6nicTepi; no " MapKyBaHHS BTOPWHHOI Ta MEPBUHHOI YNaKOBKW fiKapCbKoro
2 abo4 bnictepny 3acoby 3 BHECEHHsIM [,04aTKOBOI iHopMaLlii (BHECEHHs
nauui no3Ha4yeHb OAVHWLb BUMipIOBaHHS!, 3 BUKOPUCTaHHAM NiTep
naruHcbKoro andasiTy Ta ToLwo). BBeaeHHa 3MiH npoTsarom
6-TW MiCsILLiB NiCns 3aTBEPAKEHHS
91. ECMIA Tabnetku, no 5 mr, no 14 BAT "l'eneoH YropLiuHa BAT "T'eneoH YropLiuHa BHECEHHS 3MiH 0 peecTpauivHix marepianis: 3mMiHu | Tuny - 3a UA/12984/01/01
Tabnerok y 6nictepi; no Pixrep" Pixrep" 3MiHuM Wwoao 6e3nekn/edekTMBHOCTI Ta papmakoHarnsay peuernnom

2 abono 6 6nicTepiBy
KapTOHHIN yraKoBLi

(iHWi 3MiHW).

BBoauTbCS MapKyBaHHS YaKOBKM 3amiCTb rpadyivyHoro
ocpopmnenHs. 3minm Il Tuny - 3MiHmn wopo
6e3nekn/edpekTUBHOCTI Ta hapmakoHarnsagy. 3MiHny
KOPOTKIV XapaKTepUCTULi  Nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii ANS MEQMYHOro 3acTOCyBaHHS Y
3B'A3KY i3 HOBUMYW AaHUMM 3 SIKOCTi, AOKMiHIYHAMM,
KMiHIYHMW AaHMMK Ta AaHumMun 3 doapMakoHarnsagy.
3MiHV BHECEHO [0 iHCTPYKLiT ANS MEQUYHOro 3acToCyBaHHs!
nikapcbkoro 3acoby A0 po3ainis"®apmakoTepaneBTniHa
rpyna"(yrouHeHHs TekcTy 6e3 3amiHu koay), "®apmakonoriyHi
BMacTMBOCTI"(YTOMHEHHS iHdopmaLii),
"MMokasaHHs"(yTouHeHHs iHcpopmauii), "lMNpoTunokasaHHs",
"B3aemogisi 3 iHWMM K fikapcbkumMu 3acobamu Ta iHwWwi Buam
B3aemogin", "OcobnumBocTi 3acTocyBaHHsa", "3acTocyBaHHs Yy
nepiog BariTHOCTi abo rogyBaHHA rpyaaro” (yTOqHEHHS
iHpopmauiii), "3gaTHicTb BNMBATY Ha LWIBMAKICTb peakLii
NPV KepyBaHHi aBTOTPAHCMOPTOM abo iHWMMY
MexaHiamamu',"Cnocib 3acTocyBaHHs Ta [403U"(YTOYHEHHS




32

bulK', nepauHHE

110-Rev 00 onsi AONOMIiXXHOI PEYOBUHM KenarvH;

I1p onoBskeHHs noaarka 3
Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
iHpopmauil), "OiTn" (yrouHeHHs iHdopMaLlii), "T1o0i4HI
peakuii", AONOBHeHHA po3ainy "Ynakoeka" iHdopmaLieto
wopo Kaptu nayieHta. [JonoBHeHHst p. «YnakoBka» MKA J13
iHpopmauito wono Kaptu nauieHta, sika BKNagaeTbcsi y
6inuii nanepoBuin  KOHBEPT 6€3 MapKyBaHHsl, Y 3B'A3KY 3
HOBUMW OaHUMMW 3 SKOCTi, AOKMiHIYHUMMK, KNiHIYHUMW OaHUM KN
Ta AaHMMu 3 papmakoHarnsgy.
92. ECMNA-NINOH® | TabneTku, BKpUTI Ecnapma MM6X HimeyvumHa BMPOB HULITBO HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHuX Marepianis: 3miHv | Tuny: 3a UA/4179/01/02
600 oboroHkoto, no 600 mr Hepo3dhacoBaHOro 3MiHu 3 sikocTi. MoToBWi nikapcbkun 3aci6. 3miHn y peuernnom
no 10 Tabnetok y NPOAYKTY, BMpPOOHWLTBI. 3amiHa abo BBedeHHss [OAaTKOBOI AinbHULI
6nicTtepi; no 3 6nicTepu nepBuHHe BMPOOHMLTBA ANS YacTvHM abo BCbOro BMPOGHWMYOro
B KapTOHHIN ynakoBLi nakyBaHHs1, npoLecy rotToBoro fikapcbkoro 3acoby (AinbHuLs, Ha ki
BTOpPWHHE NpoBOAATLCA Oyab-AKi BUPOOHWYI CTaAii, 3@ BUHATKOM
naKyBaHHs, BUMYCKY Cepil, KOHTPOMIO SKOCTi, NEPBMHHOTO Ta
KOHTPOMb SIKOCTI, BTOPVMHHOIO MaKyBaHHS!, A5 HECTEPUINBbHMX NiKapCbKUX
BUMYCK cepii: 3acobiB) - BBEOEHHS 404ATKOBOI AiNnbHWLI BiAMNOBIAaNbHOI
dapma 3a BYPOOHMLITBO HEPO3(hacoBaHOro MNPOAYKTY - AOBaHC
BepHirepone Mm6X, dapma MM6X, HimeuunHa; 3MiHmM | Tuny. 3MiHM 3 sikocTi.
HimeuuwnHa; [oToBun nikapcekuii 3aci6. 3miHn y BUpoOHULTBI. 3amiHa
BMPOG HULL TBO abo BBedeHHsT 400aTKOBOI AiNbHULI BUpOOHULTBA ANS
Hepo3dacoBaHOro YacTuHM abo BCbOro BMPOOGHMYOTO MPOLLECY FOTOBOTO
NPOOYKTY, nikapcbkoro 3acoby (AinbHULA NS NEPBUHHOMO NaKyBaHHS)
nepsyHHe - 3aMiHa AiNbHWLI BUpOOHULITBA ANS NEPBUHHOTO MaKyBaHHS
naKyBaHHS], M3 3 ecnapma ®apma Cepsiced MMOX, HimeyunHa Ha
BTOPVHHE AnBaHc ®apma m6X, HimewunHa; aminm | Tuny: 3miHmn 3
naKysaHHs1, sKocTi. FoToBUIn nikapcbkuin 3aci6. 3MiHM Y BUPOOHULTBI.
KOHTPOMb SKOCTI, 3amiHa abo BBeAeHHs1 [,04aTKOBOI AinbHNLI BUpOOHMLTBA
BUWIMYCK Cepii: ONs4YacTuHM abo BCbOro BMPOOHMYOIO MpOLLecy roToBOro
AasaHc ®apma nikapcbkoro 3acoby (AinbHALS AN BTOPUHHOIO MNaKyBaHHS)
m6X, HimeuyunHa; - BBEL,EHHS [00aTKOBOI AiNbHULLI 41151 BTOPUHHOIO
BTOpWHHE nakyBanHs [T13 - AgeaHc ®apma MM6X, HimeyuunHa; 3miHu |
naKyBaHHs: Tuny: 3MiHuM 3 aKocTi. FoToBuiA nikapcbkuii 3aci6. 3MiHn y
ecnapma $Papma BUPOGHML TBI. 3MiHa iMnopTepa/3amiHy, L0 CTOCYIOThCS
Cepsices 'M6X, BUMYCKY Cepii Ta KOHTPOIO SIKOCTi FOTOBOro IiKapCbKoro
Hime4yunHa 3acoby (3amiHa abo fopaBaHHs BUPOGHMKA, LU0 BiAMNOBIAaE
3aBBe3eHHA Ta/abo Bumyck cepii) - Bkntoyatoun
KOHTponb/BUNpobyBaHHs  cepii( - BBE4EHHsT [,0AaTKOBOI
OinbHUL BiANOBIAANbHOI 3@ KOHTPONb SKOCTI Ta BUNYCK cepii
- AoBaHc ®apma 'm6X, HimeuunHa
93. 3ABEQOC kancynu no 10 mrno 1 MOANIEP IHK. CLLA AxTagic ITanis ITania BHECEHHs1 3MiH [0 peecTpauiiHux Marepianis: 3a UA/4792/02/01
kancyni y pnakoi; no 1 C.nA., Iranis 3Minm | Tuny - BunydenHs E-Ceprudikary BignosigHoCTI peuernom
daKoHy B KapTOHHIN (BTOPUHHE €sponericbkoi Papmakonei R1-CEP 2003-172-Rev 01 gns
Kopob L naKysaHHs1, [OMOMIDKHOI PEYOBUMHWN JXenaTwH; BurydeHHs [E-
TECTYBaHHS Npu Ceptudikaty BignosigHocTi €Bponencbkoi Papmakonei R1-
BUMYCKY Cepii, CEP 2004-022-Rev 00 45151 4OMOMIXHOI PEHOBUHW XenaTuH;
BUNYCK Cepii); BunydeHHs E-CeptudikaTy BignosigHOCTI €BponencbKol
Hepdapma C.p.J1,, Papmakonei R1-CEP 2001-332-Rev 02 gns gonomixHoi
ITania peyoBuHN xenatuH; BunydeHHs [E-Ceptudikary
(BUpOGHMLTBO "in BianoBigHocTi €Bponeiicbkoi Papmakonei R1-CEP 2002-
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y 6nictepi, no 4
6nictepn B kKopobui

KOHTpOIb Cepivi);
KPKA, o.a., Hoeo
mecTo, CrnoBeHisa
(BignoBsiganbHuA 3a
nepBuHHE Ta
BTOPUHHE
nakyBaHHsl,
KOHTpOmnb Ta
BUMYCK Cepili);
KPKA-OAPMA

niKapcbkoro 3acoby 3a NoKasHUKOM «CyMyTHI  [OMiLLKU»
metogom (BOXX), meTogom YnbTpaedekTuBHa piguHHa
xpomarorpadisi - BHECEHHS penaKLiiHUX YTOYHEHb [0
3aTBEPAXEHVX MeTOoAiB, AoAaBaHHA MPUMITKMN roTyBaTm
OOCIigXyBaHUA PO3YMH B TEMHIN Mocyai;
3MiHu | Tuny - nogaHHs OHoBREeHoro ceprtudikara
BiAnoBigHocTi €Bponencbkin dpapmakonei Ne RO-CEP 2014-

027-Rev 03 gns pitoyoi pevosuHn Clopidogrel hydrogen
sulfate Bif BXe 3aTBepAXKEHOrO BMPODHMKA, SIK HACMiZoK

BUyMeHHs 3 p. 3.2.5.2.1. BupobHWK(1) BUpOOHMKa

Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
nakyBaHHs1) BunydeHHs [E-CepTudpikaty BiANoOBIAHOCTI €BpONencbKol
dapmakonei R1-CEP 2000-027-Rev 02 ans [onomixxHoI
peyoBUHN XenaTwH; 3MiHu | Tuny - nogaHHs oHosneHoro E-
ceprudikara BignosigHOCTI €Bponericbkin dhapmakonei Ne
R1-CEP 2003-172-Rev 01 gns gonomixHoi peyoBuHA
XenaTuH BiJ BXe 3aTBEepAXXEHOro BUPODHUKa; 3MiHu | Tuny -
nogaHHa Hoeoro [E- Ceptudikaty BignosigHoOCTI
€ponevicbkinn hapmakonei Ne R1-CEP 2001-424-Rev 03
ONs1 OMOMIXKHOI PEYOBMHM JKenaTuH Bif HOBOTO BUPOOHWKA;
nopaHHs Hosoro E- Ceptudikary BianoBigHOCTI
€Bponevicbkin dapmakonei Ne R1-CEP 2000-045-Rev 03
ONS JONOMKHOI PEYOBWHW JKenaTvH Bif HOBOTO BMPOOHWKE;
nogaHHa Hoeoro [E- Ceptudikary BignoBigHOCTI
€Bponeicbkin papmakonei Ne R1-CEP 2000-029-Rev 05
ONs1 LOMOMIXHOI PEYOBMHM JKeNaTuWH Bif HOBOTO BUPOOHUKA;
nopaHHa Hosoro E- Ceptudikary BianoBigHOCTI
€ponevicbkin hapmakonei Ne R1-CEP 2010-043-Rev 00
0151 AONOMIXKHOI PEYOBMHM KenaTuH BiJ HOBOTO BMPODHMKa
94. 3ADIPOH Kancymnu, Lo MiCTATb AT "Anamen Monblua BMPOD HUK MonbLa/ BHECEHHSI 3MIiH [0 peecTpauivHnux Marepianis: 3MiHa 3a UA/3759/01/01
MOPOLLIOK ANS iHransauin, dapma” nepByvHHOrO Ta IcnaHis 3asBHUKa (BacHWKa peecTpauifiHoro noceigyveHHs) (3rigHo peuernnom
no 12 mkr no 10 kancyn BTOPUHHOIO Haka3y MO3 Big 23.07.2015 Ne 460): BeegeHHs 3MmiH
y 6nictepi; no 6 abo no naKyBaHHS: MpOTSIroM 6-TW MiCAILLiB NiCNS 3aTBEPAKEHHS
12 GnicTepiB pasom 3 Baknag
iHransTopom y dapmaL eBTU4HWA
KapTOHHI KopobLi Anaven dapma
C.A, MonbLya;
BMPOBHUK,
BignoBiganbHUA 3a
BUMYCK cepii:
Mab'aHiLbKuA
dapmaLeBT4HAN
3aBop [Nonbda
A.T., Monblwa;
BUPOOHUK "in bulK":
Jlabopatopioc
NlikoHca, C.A.,
IcnaHis
95. UNT TabneTku, BKpUTI KPKA, o.4., CnoBeHis KPKA, g.g., Hoeo CnoBeHis/ BHECEHHSI 3MIH [0 peecTpaLiviHuX Marepianis: 3a UA/2903/01/01
NriBKOBOKO 0OOMOHKO0, HoBo mecTo mecTo, CrnoBeHisa IHpis/Xops 3MiHu | Tuny - 3miHa y MmeTogax BUNPOOYBaHHS FOTOBOrO peu,ernmom
no 75 mr, no 7 Tabnerok (BignoBiganbHWA 3a artis nikapcbkoro 3acoby - 3MiHM B MeToAax KOHTPOSO roTOBOrO
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
0.0.0., XopBaria MPOMI>KHOrO MPOAYKTY, KpiM TOro 3MiHa B aapeci BUMPODHMKa
(BignosigansHui MPOMIDKHOrO MPOAYKTY
3a BUPOOHMLITBO
«in bulk»,
nepByHHE Ta
BTOPVHHE
naKyBaHHs,
KOHTpOrb Ta
BUNYCK Cepii);
tOHivem
Jlabopatopiec
NimiTen, Hais
(BignoBsiganbHWiA 3a
BMPOBHMLLTBO «in
bulk»)
96. 30OJNIEHAPOBIC | koHueHTpaT Ans Mictpan Kenitan AHrnis BMPOGHULITBO, Mapokko/ BHECEHHS 3MiH A0 peecTpauiHix marepianis: 3miHu | Tuny - 3a UA/16475/01/01
TA PO34uHy AnS iHDY3IN, MeHemxmeHT naKyBaHHs: HinepnaHa 3MiHu Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peuermom
4mr/5 mnno5 mny NimiTen Corema, Mapokko; 7 BeeneHHst abo 3MiHV 40 y3ararnbHEHUX OaHuX Mpo cucTemy
dnakoHi; mo 1 dnakoHy BiANOBiAaNbHUA 3a Icnanisa dapmakoHarnsany (BBedeHHS y3ararnbHEHVUX AaHuxX Mpo
B KapTOHHIN KopobLi BUWMYCK cepii: cucTeMy hapmakoHarnsiay, 3MiHa YOBHOBaXEHOI ocobu,
CiHToH BB, BiANOBiAanNbHOI 3a 3AiicCHeHHsT dbapmakoHarnsaay,
HigepnaHou KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ans
abo 30iNCHEHHs hapmakoHarnsay B YKpaiHi, SKLLO BoHa
CiHTOH XicnaHis, BigMiHHa Bif YNIOBHOBaXXeHOI 0cobu, BignosiganbHoi 3a
C.N., IcnaHis 3iNCHEHHA hapmakoHarnsay (BKYarym KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
hapmakoHarnsigy) - 3miHa yroBHoBaXKeHoi 0cobu,
BiAnoBiganbHOI 3a hapMakoHarnsag:
[itoua pepakuis: ybay TersiHa BikTopiHa; MponoHoBaHa
penakuis: CorHikoBa CeiTnaHa BikTopiBHa. 3miHa
KOHTaKTHUX JaHUX YOBHOBaXEHOI 0co0W, BifMoBiganbHOI
3a (papmakoHarnag. 3miHa Micus 34iMCHEHHS OCHOBHOI
OifnbHOCTI 3 hapMakoHarnsagy. 3MiHa Micue3HaxomKeHHs
MacTep-ganna.
97. IBPAHC Kancynu no 75 mr, no 7 NMOANIEP CLWA Mdpanizep HimeuvuunHa BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: 3a UA/15747/01/01
kancyn y 6nictepi; no 3 ENY.CLII. MeHtod exyyprHr 3Minm | Tuny - BunydenHs E-Ceprudikaty BignosigHoCTi peuernmom
Onictepny KapTOHHIN KOPMOPENLLH Donuneng MmeX €sponericbkoi Papmakonei R1-CEP 2001-332-Rev 02 gnsa
Kopobui; [OMOMIDKHOI PEYOBUHWN JKenaTuH; BunydeHHs [E-
no 7 kancyn y 6nicrepi; Ceprudpikaty BignosigHocTi €Bponevicbkoi Papmakonei R1-
no 3 6nicrepny CEP 2003-172-Rev 01 onsi AONOMIiXHOI PEYOBUHM KenaTuH;
KapTOHHI KOpoOLii BunydenHs [E-CeprudikaTy BignosigHOCTI €BponeicbKoi
dapmakonei R1-CEP 2000-027-Rev 02 ans gonomixxHoi
PeYoBUHM xenaTuH; BunydeHHs [E-Ceprudikary
BignoBsigHocTi €Bponeiicbkoi Papmakonei R1-CEP 2002-
110-Rev 00 ons 4OMOMIXKHOI pEYOBMHM KEnaTuH; 3miHu |
Tuny - nogaHHa Hosoro [E- Ceptudikaty BignosigHOCTI
€Bponevicbkin hapmakonei Ne R1-CEP 2010-043-Rev 00
AN JOMOMIDKHOI PEYOBMHW >KenaTuH BiJ HOBOTO BUPODHMKa
98. IBPAHC kancynu no 100 mr, no 7 NMPANIEP CLA IMcbansep HimeuunHa BHECEHHSI 3MIH [0 peeCTpaLiviHuX Marepianis: 3a UA/15747/01/02
kancyn y énictepi; no 3 ENY.CLII. MeHrodh ex4yprHr 3Minu | Tuny - BunyeHHs ME-Ceptudikarty BignoBigHOCTI peuernnom
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
6nicTepny KapTOHHIN KOPIMOPEWLLH Honuneng TmoX e€sponericbkol Papmakonel R1-CEP 2001-332-Rev 02 gns
Kopobui; no 7 kancyn y [OMOMDKHOI PEYOBUHM XenaTuH; BurydeHHa [E-
6nicTepi; no 3 6nictepn Ceprudpikarty BignosigHocTi €Bponeiicbkoi Papmakonei R1-
Y KapTOHHIN KOpobLyi CEP 2003-172-Rev 01 onsi AONOMIXXHOI PEYOBUHM KeNnaTuH;
BunydeHHs E-CeptudikaTy BignosigHOCTI €BponencbKol
dapmakonei R1-CEP 2000-027-Rev 02 ans gonomixxHoi
peyoBuHN xenatuH; BunydeHHs E-Ceptudikary
BignoBigHocTi €Bponevicbkoi Papmakonei R1-CEP 2002-
110-Rev 00 ons 4OMOMIXKHOI pEHOBUMHM XenaTuH; 3miHu |
Tvny - nogaHHs HoBoro E- Ceprudikary BignosigHOCTI
€Bponevicbkin dapmakonei Ne R1-CEP 2010-043-Rev 00
A5 AOMOMXKHOI PEHOBUHWN >KENaTuH Bif, HOBOrO BUPOOHWKA
99. IBPAHC kancynu no 125 mr, no 7 NeANSEP CLWA Mdansep HimeyunHa BHECEHHA 3MiH 40 peecTpaLiiHuX Marepiarnis: 3a UA/15747/01/03
kancyn y 6nictepi; no 3 ENY.CLII. MeHtod exyypuHr 3Minm | Tuny - BunydenHs E-Ceprudikary BignosigHocTi peuernnom
OnicTepuy KapTOHHIN KOPMOPENLLH Donuneng MmeX €sponericbkoi Papmakonei R1-CEP 2001-332-Rev 02 ons
kopobLUi; no 7 kancyn y OOMOMDKHOI PEYOBUHM XenaTuH; BunydeHHs [E-
6nicTtepi; no 3 6nicTepn Ceprudpikary BignosigHocTi €Bponevicbkoi Papmakonei R1-
Y KapTOHHi kopobui CEP 2003-172-Rev 01 ons AOMNOMIiXHOI PEYOBUHU KenaTuH;
BunydenHs [E-CeprudikaTy BignosigHOCTI €BponeicbKoi
dapmakonei R1-CEP 2000-027-Rev 02 ans gonomixHoi
PEeYOBUHM xenaTuH; BunydeHHs [E-Ceptudikary
BignoBsigHocTi €Bponeiicbkoi Papmakonei R1-CEP 2002-
110-Rev 00 gns 4OMOMIXKHOI pEYOBMHM KenaTuH; 3MmiHu |
Tuny - nogaHHa Hooro [E- Ceptudikaty BignoBigHOCTI
€Bponevicbkin dpapmakonei Ne R1-CEP 2010-043-Rev 00
07151 AONOMIiXHOI PEYOBMHM KENaTvH BiJ HOBOrO BMPODHUKA
100. | IMBPYBIKA kancynu no 140 mr no TOB "[DKOHCOH | Ykpai Ha BrpobH1uTBO CLUA/ BHECEHHS 3MiH O peecTpaLiHuX Marepianis: 3MiHu | Tuny - 3a UA/14220/01/01
90 abo 120 kancyn y IDKOHCOH Hepo3bacodaHoro Lsenuapis 3MiHu 3 sikocTi. FoToBwi nikapcbkun 3aci6. CTabinbHICTb. peuernnom
dnakoHi; no 1 drakoHy YkpaiHa" NPOAYKTY, 3MiHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
Y KapTOHHIW Mayui KOHTPOIb SKOCTI: roTOBOrO NiKapCbKoro 3acoby (306inbLUeHHA TepMiHy
Karanent CTC, NpUaOaTHOCTI roTOBOro fikapcbkoro 3acoby) - [nsi Toprosoi
IHk., CLLA YMaKoBKM (NigTBEPOKYETBCA AaHUMW pearnbHOro yacy) -
abo 36inbLUEHHS TEPMiHy NPUOATHOCTI FOTOBOrO MiKapCbKoro
Cinar Al', 3acoby Ha OCHOBI MO3WTMBHUX PE3YIbTaTiB [OBrocTPOKOBUX
LLisenuapis; pocnigxeHb cTabinbHOCTI y peanbHOMY Yaci: 3aTBepaKeHo:
MepBuHHE Ta TepMiH npugaTHOCTI. 2 poku; 3anporoHoBaHo:  TepMiH
BTOpVHE npuaaTHOCTI. 3 poku
naKkyBaHHsi, BUMyCK
cepii:
Cinar Al',
LLiseriapis
101. | IHCTIrPA Tabnetn, BKpUTI Emkyp IHgis Emkyp IHgisa BHECEHHA 3MiH [0 peecTpauiHux Marepianis: 3MiHu | Tuny - 3a UA/16990/01/01
nniBKOBOKO 06 OMOHKOHO, dapmacbloTikarn dapmacbtoTikanc 3MiHu 3 sikocTi. MoToBU nikapcbkui 3aci6. CTabinbHICTb. peuernnom
no 50 mr no 30 Tabnerok clitg Iitp 3MiHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs

y NNacTUKOBOMY
KOHTeVHepi, no 1
nnacTKOBOMY
KOHTEVHEPY Y KapTOHHIn
VIaKoBLi

roTOBOrO NiKapCbKoro 3acoby (36inbLUeHH TepMiHy
NpUAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [ns Toprosoi
YNaKoBKM (NigTBEpOXYETbCA AaHUMW pearnbHOro yacy) -
30iNbLUEHHS TEPMiHy NPUOATHOCTI rOTOBOrO MiKapCbKoro
3acoby Ha OCHOBI MO3UTUBHMX PEe3ybTarTiB [0BroCTPOKOBMX
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
AOCniAXeHb CTabiNbHOCTI Y pearnbHOMY Yaci: 3aTBepAXeHo:
TepmiH 36epiraHHa. 18 micsauis 3anponoHoBaHo: TepmiH
36epiraHHs. 2 poku
102. | IH®AHPUKC cycnensis (DTPa-HBV- ImakcoCmiTKnsan Benvka ImakcoCmiTKnsamH benbrig BHECEHHA 3MiH [0 peecTpaLinHux Marepianis: 3Minm | Tuny - 3a UA/16235/01/01
FEKCA™/INFA IPV) gnsaidekuinno 0,5 H Ekcnopt BputaHis Bionogxikana C.A. 3MiHu 3 sikocTi. APl KoHTponb A®l. 3miHay meTogax peuernnom
NRIX HEXA™ mn (1 po3a) Ta Nimiten BunpobyBaHHA A®I| abo BMXAHOrO Marepiany/npoMixHoro
KOMBIHOBAH niodpinisar (Hib) NpPOAYKTY/peareHTy, L0 BUKOPUCTOBYETBLCS Yy NPOLLECI
A BAKLUMHA 1 nonepeaHLO BMpobHMLTBa A®I (iHWi 3MiHM Yy MeToaax BUNpob yBaHHSA
and HanoBHEHUI (BkMtoYatoum 3amiHy abo gonosHeHHs1) APl abo
NMPO®INAKTUK | ogHopasosui wwnpwy, (no BUXiHOrO/MPOMDXKHOrO  MPOAYKTY) 3aMiHa eTanoHHOro
U OUDTEPII, 0,5 mn (1p03a)) y CTaHOapTy HeagcopboBaHOi TPUBANEHTHOI MOMiOMieniTHOI
NPABLA, KOMMNMeKTi 3 ABoMa BaKLIMHM ANS BUSHAYEHHA BMICTY MOMioBipycy MeTOA0M
KALL MOKY ronkamu Ta cpnakoH 3 ELISA gns aktueHoi peyoBuHn 3 SWNOG09A01 Ha
(ALLENKONAPH | nioginizatom (Hib) ans SWNOB09A02. 3MiHu | Tuny - 3minu 3 akocTi. MoToBwiA
nn 1 [o3K, WO 3MILLYOTLCS nikapcbkui 3aci6. KoHTponb rotoBoro mnikapcbkoro 3acoby.
KOMIOHEHT), | nepea BUKOPWUCTaHHAM 3MiHa y meTogax BUNpoGYBaHHS FOTOBOrO NiKapcbKoro
FENATUTY B, (wnpuy, 3 ronkamm 3acoby (iHWi 3miHW y MeTogax BuUnpobyBaHb  (BKITHO4aum
NMoniomMIENITY | 3akpuTi rymoBMMu 3aMiHy abo OOMOBHEHHS1)) 3MiHa eTanoHHoro ctaHaapTy
TA KOBMaykamm); ABi ronku HeacopbOoBaHOI TPMBANEHTHOI MOMiIOMIENITHOI BaKLMHA ANsi
3AXBOPIOBAH | (ogHoro po3mipy), iaeHTudiKauii Ta BU3HaYeHHss aKTMBHOCTI MOniosipycy
b, wnpuy, Ta dakoH meronom ELISA Brotosomy npoaykti 3 SWNOB09AO1 Ha
36YOAHUKOM repMeTUYHO 3anakoBaHi SWNO06G09A02.
AKUX € y NNacTuKoBUIA
HAEMOPHILUS | koHTevHep; no 1abo no
INFLUENZAE 10 nnacTukoBmx
TMny B KOHTEMHEPIB Y KapTOHHIiV

KopobLi 3 MapKyBaHHAM
YKpai HCbKOIO MOBOIO;

1 nonepeaHL0
HaroBHEHWUI
O4HOPa3oBW LWNpuL, (No
0,5mn (1go3a))y
KOMMneKTi 3 ABOMa
ronkamu Ta pnakoH 3
niocpinizatom (Hib) ansa
1 A03W, WO 3MiLLyOTHCA
nepes BUKOPUCTaHHSAM
(wnpwvy 3 ronkamm
3aKpuUTi ryMOBUMM
KoBMaykamm); ABi ronkm
(ogHoro po3mipy),
wnpvy, Ta pnakoH
repMEeTUYHO 3anakoBaHi
y NacTUKoBui
KOHTenHep; no 1abo no
10 nnacTukoBmx
KOHTEMHEPIB Y KapTOHHi
KopobLi 3 MapKyBaHHAM
aHrMicbKolo MOBOK 3i
CTVKEPaMU YKpai HCbKOO
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
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103. | IH®AHPUKC™ cycnensis (DTPa-IPV) MmakcoCmiTKnsn Benvka MmakcoCmiTKnsamH Benbris BHECEHHA 3MiH [0 peecTpauitHux Marepianis: 3Minm | Tuny - 3a UA/15832/01/01
INB XIB / ansidekuinno 0,5 mn (1 H Ekcnopt BputaHis Bionogxikana C.A. 3MiHu 3 sikocTi. APl KoHTponb A®l. 3miHay meTogax peuernnom
INFANRIX™ [o3a) Taniodpinisar NimiTen BunNpobyBaHHa APl abo BMXgHOrO Martepiany/npoMixxHOro
IPV HIB (Hib), cycnexsis (DTPa- NPOAYKTY/peareHTy, L0 BUKOPUCTOBYETBLCS Yy NPOLLECI
KOMBIHOBAH IPV) ansinekuinno 0,5 BMpobHMLTBa A®I (iHWi 3MiHM Yy MeToaax BUNpob yBaHHSA
A BAKLUMHA mn (1go3a)y (BkMtoYatoum 3amiHy abo gonosHeHHs1) APl abo
anda nonepenHL0 BUXiHOrO/MPOMDXKHOrO  MPOAYKTY) 3aMiHa eTanoHHOro
MPO®INAKTUK | HanosHeHOMY CcTaHgapTy HeancopboBaHOI TPYBANEHTHOI MOMioMieniTHOI
U OUDTEPII, OHOPa30BOMY LLIMPULLi BaKLIMHM NS BU3HAYEHHA BMICTY MOMioBipycy MeETOA0M
NPABLA, Ne 1y komnnexTi 3 ELISA ons aktueHoi pedoBvHn 3 SWNOG09A01 Ha
KALL JTIOKY [Boma ronkamu Ta SWNOB09A02. 3MiHu | Tuny - 3minu 3 skocTi. MoToBwiA
(ALENKONAPH | niodinisar (Hib) y nikapcbkui 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
nn dnakoHi Ne 1, wo 3MiHa y meTogax BUNpobYBaHHA FOTOBOrO IiKapCbKoro
KOMIMOHEHT), | 3miwyoTbcs nepen 3acoby (iHWwi 3mMiHMy meTogax BunpobyBaHb  (BKMOYaum
MONIOMIENITY | BuKopuCTaHHAM: 0 1 3aMiHy abo [OMOBHEHHS))
TA nonepeaHLo 3MiHa eTanoHHOro CcTtaHaapTy HeancopboBaHol
3AXBOPIOBAH HanoBHEHOMY TpUBaNeHTHOI NoniomieniTHOI BakLUMHM ANS igeHTudikauii Ta
b, O HOPa30BOMY LLIMPULLY BM3HAYEHHA aKTMBHOCTI noniosipycy mMetogom ELISA B
36YOHUKOM Yy KOMNAeKTi 3 ABOMa rotoBomy npogykTi 3 SWNOG609A01 Ha SWNOG09A02.
AKX € rornkamu Ta 1 pnakoHom
HAEMOPHILUS | 3 nioginizarom (Hib) y
INFLUENZAE BaKyyMHii CTEpUnbHIN
TUNy B yrakosui; no 1
BaKyyMHii CTEpUnbHIN
YNaKoBLi Y KapTOHHiIN
KopobLi 3 MapKyBaHHAM
yKpai HCbKOK M OBOHO
104. | IH®OPC TabneTku, BKpUTI KcaHTic ®apma Kinp CaHeka CnoBaubka BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: 3a UA/16335/01/01
NriBKOBOKO 00OMOHKO0, NimiTen dapmacbtoTikans Pecnybnika 3MiHu | Tuny - 3miHa NapaMmeTpiB cneundikauin Ta peu,ernnom
no 50 mr, no 4 a6ono 10 AT AOMYCTUMUX MEX FOTOBOro NikapcbKoro 3acoby 3a
Tabnetok y 6nictepi; no MoKa3HUKOM «CyMpoBiAHI AOMILLKMY, @ came [OMOBHEHHS
1 6nicTepy B KapTOHHiN cneuudikyaii HOBUM NOKA3HUKOM (JOMOBHEHHS [OMiLLKOK
na4ui; no 4 aéo no 10 D) 3 BiANOBIAHAM METOAOM BUNPODyBaHHS
Tabnerok y 6nictepi; no
2 6nicTepy B KapTOHHIN
nadyui; no 4 Tabnetkny
6nictepi; no 3 6nictepn
B KapTOHHIN nauui; no 1
Tabnetui y6nicrepi; no
1 6nicTepy B KapTOHHiIN
nadui; no 4 Tabnetkny
6nicTtepi, no 56nicTepis
B KapTOHHIN navyi
105. | IH®OPC TabneTku, BKpUTI KcaHtic ®apma Kinp CaHeka Cnosaubka BHECEHHA 3MiH O peecTpaLiHuX Marepianis: 3a UA/16335/01/02
NMiBKOBOIO 0OOMOHKO0, TimiTen dapmacbloTikana Pecnybnika 3MiHu | Tuny - 3miHa napameTpiB cneundikauin Ta peuernnom
no 100 mr, no4 a6o no AT AOMYCTUMUX MEX FOTOBOro nikapcbKoro 3acoby 3a

10 Tabnetok y 6nicTepi;
no 1 6nicrepys
KapTOHHIV madui; no 4

nokasHukoMm «CynpoBigHI AOMILLKMY, 8 caMme [0MNOBHEHHS
cneumdikuaii HOBYM NOKa3HNKOM ([OMOBHEHHA [,0MiLLKOHO
D) 3 BignoBigHMM MeTogoM BUNPOO yBaHHS




38

I1p onoBskeHHs noaarka 3

Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
abo no 10 Tabnetok y
6nicTtepi; no 2 6nictepu
B K@pPTOHHIM nadyui; no 4
Tabnetkuny 6nicTepi; no
3 6nicTepu B KapTOHHi
nayui; no 1 tabnetuiy
6nicTepi; no 16nicTepy
B KapTOHHIN Mayui; no 4
Tabnetkuy 6nictepi, no
5 6nicTepiB B KapTOHHI
nadui
106. ITPAKOHA30I nenetu (cydcraHuis) y How Na6c IHAis How Na6c lHAis BHECEHHS 3MiH [0 peecTpauiiHux Marepianis: 3MiHu | Tuny - - UA/13596/01/01
NENETU 22% ronieT nneHoBux Mparieet limiTen MpaviBet JlimiTen ApMmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo
nakeTtax ans agpecy Micus NpoBafdXeHHs AisnbHOCTi BUPOOHUKa
BMPOOHML TBA (BKMtOYaouW, 3a HEOOXAHOCTi, MicLe NPOBEAEHHST KOHTPOMio
HeCTepuUribHmNX sikocTi), abo BnacHuka mactep-channa Ha Adl, abo
nikapcbknx popm noctavanbHuka Adl/BuxigHoro
Martepiany/peareHTy/NPOMIXHOr 0 MPOOYKTY, LLO
3aCTOCOBYIOTLCSA Y BUPOOHMLTBI AD| (AKLL 0 3a3HaYEHO Y
[0CbE Ha nikapcbkui 3aci6) 3a BiACyTHOCTI cepTudikara
BiANOBIAHOCTI €BponenchbKin hapmakonei y 3aTBepaXXeHOMY
[ocbe, abo BUPOOHMKA HOBOI AOMOMIXHOI PeYOBUHA (SIKLLO
3a3HayeHo y A0CbE) - 3MiHA aApecy MiCLsi MPOBaAKEHHS!
AisnbHocTi BupobHuka How J1abc MpavieeT JlimiTen, IHais (y
3B'A3KYy 3 peopraHidauieto wraris IHaii), 6e3 amiHm micus
BUPOO HML TBa
107. | KAIIbUEMIH® TabneTku, BKpUTI TOB "BANEP" Ykpai Ha KoHTpakT CLUA BHECEeHHsI 3MIH [0 peecTpaliviHux Marepianis: be3 UA/7138/01/01
CINbBEP obornoHkoto, no 30 abo dapmakan 3miHu | Tuny - akTyanisauis agpecu BupobHuka APl Markito peuenma

60 Tabnetok y dhnakoHi;
no 1 donakoHy B
KapTOHHI kopobui

KopnopenwH, CLUA
(BupobHMyTBO in
bulk); KoHTpakT

Papmakan
KopnopenwH, CLUA
(MepBuHHa Ta
BTOpPVHHA
yNaKoBKa,
KOHTPOIMb SIKOCTI,
[03BiN HAa BMNYCK
cepii)

Okecwug; aminm | Tuny - 3miHa BupobHuka A®I LiuHky Okeug y
3B 513KY 3 MEePEHECEHHAM  BUPOOHMYOI AinbHULi; 3MiHn | Tuny
- 3MiHM y napameTpax cneundikauii APl LiuHky Okeug (in -
process control) 3BYKEHHs1 AOMyCTUMUX MEX A5 BaKKMX
metanis (Cd, Pb) y 3B a3Ky 3 NnepeHeceHHsM BUPOD HUYOI
AiNbHALI; 3MiHW | TUNY - 3MiHW y NEPBUHHIA  ynakosLi ADI
LinHky Okcug 6e3 3MiHN siKiCHOTO Ta KifbKiCHOro cknagy
YNaKOBKM Y 3B SI3KY 3 NEPEHECEHHAM BUPOOHMYOI  AinbHUL;
3MiHu | Tuny - He3HayHa 3MiHay MeToAax BUMpPoG yBaHHS
roToBOro nikapcbkoro 3acoby y posaini «lgeHTudikauis,
KinbkicHai BMicT BiTamiHy [13» y 3B* 53Ky 3 BHECEHHSM
YTOMHEHb B OnMC mpoliedypn BunpobysaHb (BHeCeHa
pospaxyHkoBa (HOpMyna, YTOMHEHHS [0 3aTBEPOKEHOro
CTaHOapTHOro 3paska); 3MiHu | Tuny - HeaHayHa 3MiHay
MeToAax BUNpobyBaHHA rOTOBOrO ikapcbKoro 3acody y
po3ini cepeaHs Maca/BigxXaneHHss Big cepedHbol Macw -
OnMC KPUTEPIiB NPUIMHATTSA NPUBEAEHO A0 3aTBEepOXKEHO!
creumdikadii; 3aMiHn | TUny - He3HaYHa 3MiHay
3aTBepAXeHnX MeTopax BuNpobyBaHHA T. loeHTudpikauia Ta
aHani3 miHepanis (Ca, Mg,Zn,Cu,Mn,B); aminn | Tuny -
He3HayHa 3MiHay MeTofax BUNpobYBaHHA rOTOBOrO
NiKapcbkoro 3acoby BunydeHHs po3giny «lepesipka
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00 eMy», OCKINIbKW MASALIKA BUKOPUCTOBYETHLCA A5 YakoBKM
Tabnerok; 3miHn | Tvny - 4ONOBHEHHS cneuudikauii
NEepPBMHHOI  YNaKoBKW FOTOBOro NikapcbKoro 3acoby HOBUM
MOKa3HUKOM - laeHTudikauis nonietuneHy;, 3minm | Tuny -
3MiHa y MeTogax BUNPOOYBaHHS MEPBUHHOI  YaKOBKU
roTOBOrO NiKapCbKoro 3acoby (iHwi 3MiHMy MeTopax
BUNpoGYBaHb (BKMOYaK4M 3aMiHy abo AogaBaHHsl));
CYNYTHA 3MiHa - 3MiHW y creludikaLlii MepByHHOI  YNakoBKK
(BaTHa KynbKa) roTOBOro fikapcbKoro 3acoby 3amiHa metogy
BUMPODOYBaHHS TECT MOMMWHAHHA Ha TECT BU3HAYEHHS
BOMOKOH BignoBigHo Bumor USP; 3aminu | Tuny - 3mMiHmy
cneyudikaLii NepBUHHOI YNaKkoBKMW y po3finu cknag Ta onuc
MEepBVHHOI  YNaKOBKW Y 3B’ A3KY 3 BUMPABMEHHAM Ha3BU
marepiany kosnadka 3 "HDPE" Ha "PP"
108. | KAIbLIO Po3uvH ons iH ekuin, TOB "HOpis- YKkpaiHa TOB "lOpis-®Papm” YkpaiHa BHECEHHA 3MiH 40 peecTpaLinHuX Marepianis: 3a UA/14306/01/01
FMIOKOHAT 100 mr/mMn, no5 mn B ®apm” 3MiHu | Tuny - 3miHa po3Mipy cepii (BKItoYako4ym gianasoH peuernnom
amnyni, no 5 amnyn y po3Mipy cepii) roroBoro nikapcbkoro 3acoby (36inbLueHHs 4o
KOHTYPHIN YapyHKOBIN 10 pa3iB MOPIBHAHO i3 3aTBEpOXEHUM PO3MipPOM) - BBEOEHHS
yNaKoBLi; MO 2 KOHTYpPHi [,00,aTKOBOro po3mipy cepii roToBOro NikapcbKoro 3acoby -
YapyHKOBI  YIAKOBKW Y 200 n; nporoHoBaHa pegakuis [Jo3yBaHHa 5 mn 40 n (3683-
nadui; no 10 mn B 7435)80 n (10463-15555)160 n (20151-29395)200 n
amnyni, no 5 amnyn y (26930-37515) 300 n (43880-57815) 500 n (77779-98415)
KOHTYPHIA YapyHKOBIV 750 n (120152-149165) [Ho3yBanHs 10 mn 40 n (1847-3706)
YNaKoBLii; MO 2 KOHTYPHI 80 n (5269-7766) 160 n (10159-14686) 200 n (13581-
YapyHKOBi YMaKOBKU Y 18746)300 n (22136-28896) 500 n (39247-49196) 750 n
navui (60636-74571)
109. KAHOEKOP® H | tabneTku, 16 Mr/12,5 mr KPKA, o.4., CnoseHisa KPKA, o.a., HoBo CnoseHia BHECEHHsI 3MIiH [0 peecTpauiviHux Marepianis: 3a UA/13917/01/02
16 no 10 Tabnerok y HoBo mecTo MECTO 3MiHu | Tvny - NnogaHHsA HOBOro cepTudikara BignoBigHOCTI peuernnom
6nicTepi; no 3, abono 6, €sponevicbkin dapmakonei Ne RO-CEP 2016-132-Rev 02
abo no 9 6nicTtepiBy ONs 4ito4ol pevyoBMHM Bif HoBOro BupobHuka CEP
KapTOHHIA kopobLi; no
14 Tabnetok y 6nicTepi;
no 1, abo no 2, abo no
4, abo no 6, abo no 7
OnicTepiB y KapTOHHI
Kopobui
110. | KAHOEKOP® Tabnerku, 32 mr/25 mr KPKA, o.o., CnoBeHis KPKA, o.g., Hoeo CnoBeHis BHECEHHSI 3MiH [0 peecTpaLiiHux Marepianis: 3a UA/13917/01/01
HD 32 no 10 Tabnetok y HoBo mecto MECTO 3MiHu | Tuny - nogaHHsa HOBOro ceptudikara BignoBigHOCTI peuernnom
6nicTtepi; no 3, abomno 6, €ponevicbkin hapmakonei Ne RO-CEP 2016-132-Rev 02
abo no 9 6nicrepiBy ans gitoyoi pedosmHn Candesartan cilexetil Big HoBoro
KapTOHHI KopobLii; no Bupo6Huka CEP
14 Tabnetok y 6nicTepi;
no 1, abo no 2, abo no
4, abo no 6,abo no 7
6nicTepiB y KapTOHHIl
Kopobui
111. | KAHAOIO MOPOLLIOK HaLLKipHWK, 10 [meHmapk IHais meHmapk IHais BHECEHHA 3MIiH [0 peecTpaLinHux Marepianis: 3MiHv | Tuny - be3 UA/9754/03/01
mr/r no 30 ry dpnakoHi; dapmacbloTukan dapmacbloTukan3a 3MiHu Wwono 6e3nekn/edhekTUBHOCTI Ta dpapmakoHarnsay. peuenima
no 1 driakoHy B 3Jlra. nro. BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy

KapTOHHIN KOpPOOLii

dapmakoHarnaay (BBEOEHHS Y3ararnbHEHUX AaHWX Mpo
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

cucTeMy hapMmakoHarnsiy, 3MiHa YIOBHOBa&XXEHOI 0cobu,
BiANOBi4anbHOI 3a 34iNCHEHHA hapMakoHarnsany;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ansi
30iViCHEHHA (hapmakoHarnsay B YKpaiHi, sKLLO0 BoHa
BiMiHHa Bif yNOBHOBaxkeHOi 0cobW, BignoBiganbHOI 3a
3iNCHEHHA bapMakoHarnsay (BKITYaryy KOHTaKTHI [AaHi)
Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemmu
dapmakoHarnagy) [Hitoya pegakuis: YnoBHoBaxeHa ocoba
3asBHUKa, BignosiganbHa 3a dapmakoHarnsg — Mamerosa
[LiHa HiasieHa. MNMpornoHoBaHa pefakuia: YnoBHOBaXKeHa
ocoba 3asiBHMKA, BignosiganbHa 3a papmakoHarnsg — Yte
XopHep (Ute Hoeffner). KoHTakTHa ocoba 3asBHUKa,
BignoBsiganbHa 3a papmakoHarnsg — Mavetosa [iHa
HisiziBHa. 3MiHa KOHTaKTHUX [aHWX YNOBHOBaXEHOI ocobu,
BignoBiganbHOI 3a hapmakoHarnsag. 3MiHa KOHTaKTHMX
[aHUX KOHTaKTHOI ocobu, BianoBiganbHoI 3a
apmakoHarnsag.

112.

KAHOIA

kpem, 10 mr/1rno 20 ry
TY0i; no 1 Ty0i B

KapTOHHI kopobui

meHmapk
dapmacbloTvkan
3Jlra.

IHais

MmeHmapk
dapmacbloTukansa
nro.

IHois

BHECEHHS 3MiH A0 peecTpauiHnx Martepianis: 3MiHu | Tuny -
3MiHv Wwono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay.
BeeneHHst abo 3MiHV 40 y3ararnbHEHUX OaHuX Mpo cucTemy
dapmakoHarnsay (BBedeHHs! y3ararnbHEeHWX AaHuxX Mpo
cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BiANOBiAanNbHOI 3a 3AiicCHeHHsT dbapmakoHarnsaay,
KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa Ans
30iNCHEHHs hapmakoHarnsay B YKpaiHi, SKLLO BoHa
BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
30iNCHEHHA hapMakoHarnsay (BKMYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
dapmakoHarnsgy) [itova penakuis:YnoBHoBaxxeHa ocoba
3asBHVKa, BiAMoBiganbHa 3a dapmakoHarnsg — Mamerosa
[iHa HiasieHa. MponoHoBaHa pegakuis: YnoBHOBaXeHa
ocoba 3asiBHMKA, BiAnoBiganbHa 3a papmakoHarnsag — Yt1e
XodgpHep (Ute Hoeffner). KoHTakTHa ocob6a 3asiBHUKa,
BignoBiganbHa 3a papmakoHarnsg — Mavetosa [iHa
HisiziBHa. 3MiHa KOHTaKTHUX JaHWX YNOBHOBaXEHOI ocobu,
BignoBiganbHOI 3a hapmakoHarnsag. 3MiHa KOHTaKTHMX
[laHMX KOHTaKTHOI ocobu, BianoBiganbHOI 3a
(bapmakoHarnsag.

bes
peuenima

UA/9754/02/01

113.

KAHOIAO

pO34uH AN
30BHiLLHLOrO
3actocyBaHHsi, 10 mr/1
M no 20 MmNy pnakoHi;
no 1 donakoHy B
KapTOHHIN yrakoBLi

meHmapk
dapmacbloTrKan
3 Jira.

IHais

meHmapk
dapmacbloTrkana
Jiro.

IHois

BHECEHHA 3MiH A0 peecTpauinHux marepianis: 3Minm | Tuny -
3MiHv Wwopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay.
BBeneHHsi abo 3MiHM [0 y3aranbHEHUX AaHuX Npo CUCTEMY
apmakoHarnsay (BBedeHHs! y3ararnbHEeHWUX AaHuxX Mpo
cucTemy papmakoHarnsaay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsagy,
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa Ans
34iViCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignoBiganbHoi 3a
34iViCHEHHA dhapmakoHarnsgy (BKYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi MacTep-canna cuctemmu
¢papmakoHarnagy) [Hitoya pegakuis: YnoBHoBaxeHa ocoba

be3
peuennma

UA/9754/01/01
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3asBHMKa, BiANoBiAanbHa 3a dapmakoHarnsg — Mamertosa
[iHa HiasisHa. MponoHoBaHa pepakuis: YnoBHOBaxkeHa
ocoba 3asiBHMKa, BiAnoBigarnbHa 3a hapmakoHarnsg — YT1e
XopHep (Ute Hoeffner). KoHTakTHa ocoba 3asBHUKa,
BignosigansHa 3a papmakoHarnsg — Mavetosa [iHa
HisgiBHa. 3MiHa KOHTAKTHWUX JaHUX YNIOBHOBAXXEHOI 0cobu,
BignosiganbHoI 3a dapMmakoHarnsag. 3MiHa KOHTaKTHUX
[aHUX KOHTaKTHOI ocobu, BignoBiganbHoI 3a
¢apmakoHarnsa.
114. | KAPBOIMNJIATIH | koHueHTpaT ons Mictpan Kenitan AHrnis AkTaBic ITanis Itranisa BHECEHHA 3MiH [0 peecTpaLiMHuX Marepianis: 3MiHu | Tuny - 3a UA/14384/01/01
-BICTA po3umHy Ans iHgyain, 10 MeHeaxmeHT C.nA 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapmMakoHarnsay. peu,ernmom
mr/mn; no5 mn (50 mr/5 Nimiten BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
mn) abono 15 mn (150 dapmakoHarnaay (BBEOEHHS Y3ararnbHEHUX AaHWX Mpo
mr/15 mn), abo no 45 mn cucteMy chapmakoHarnsiy, 3MiHa YOBHOBaXXeHOI ocobu,
(450 mr/45 mn), abo no BiAMOBIAANbHOI 3a 3AiVicHeHHs bapmakoHarnsagy,
60 mn (600 mr/60 mn) y KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
dnakoHi; no 1 driakoHy 30iViCHEHHs (bapmakoHarnsay B YKpaiHi, K0 BoHa
B KapTOHHIN navui BiMiHHa Bif yNOBHOBaxkeHOI 0co6M, BifgnoBiganbHOI 3a
3iNCHEHHA dbapMakoHarnsay (BKITYayy KOHTaKTHI [AaHi)
Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemmu
dapmakoHarnsigy) - 3miHa yroBHOBaXKeHoi 0cobu,
BignoBsiganbHoI 3a hapMakoHarnsag:
Hitoua pepakuis: ybay TersHa BikTopiHa; MponoHoBaHa
penakuis: CorHikoBa CeiTnaHa BikTopiBHa. 3miHa
KOHTaKTHUX [aHUX YOBHOBAXEHOI 0COOW, BifMoBiAanbHOT
3a papmakoHarnaa. 3miHa MicLS 34iCHEHHS! OCHOBHOI
OisinbHOCTI 3 papmakoHarnsgy. 3MiHa MicL.e3HaxomKeHHs!
MacTep-ganna.
115. | KBATTPEKC kancynun no 250 mr, no TOB "®apma YkpaiHa TOB "®apma YkpaiHa BHECEHHS 3MiH A0 peecTpauiviHux marepianis: be3 UA/12875/01/01
10 kancyn y 6nicTep, no Craptr" Crapt" 3MiHM | Tuny - BBEAEHHA A0QaTKOBUX PO3MIpiB cepii peuerima
2 6nicTepun y KapTOHHi roTOBOro nikapcbkoro 3acoby 3anpornoHosaHo: 80 000
naJyui kancyn (28 kr macu gns kancyntosanHs) 500 000 kancyn
(175 kr macu gns kancyntoBaHHa) 1000 000 kancyn (350 kr
mMacu ans kancyntoaHHs)) 1500 000 kancyn (525 kr macu
AOJ151 KancyrnioBaHHs)
116. KEHAINOrI 40 CYCNeH3ist ANs iH eKuin, KPKA, o.4., CnoseHisl KPKA, o.a., HoBo CnoseHis BHECEHHs1 3MiH [0 peecTpaliiHux MaTepianis: 3a UA/0463/01/01
40 mr/mn,no1 mn B HoBo mecTo MecTo 3MiHM | Tvny - 3miHa napameTpiB cneuudikauin Ta/abo peu,ernmmom
amnyni; no 5 amnyn y OOMYCTUMMX MEX FOTOBOro IiKapCbKOoro 3acoby - 3BY)KEHHS!
6nicTtepi; no 16nicTepy KpUTEPIi B MPUAHATHOCTI  3a Noka3Hukom «bakTepianbHi
B KapTOHHI KopobLii €HO,0TOKCUHU»
117. | KETOHAI® TabneTku, BKpUTI CaHpo3 CnoBeHis BMPOD HULITBO CnoBeHis/ BHECEHHS 3MiH [0 peecTpauivHix marepianis: 3mMiHu | Tuny - 3a UA/8325/04/01
DOPTE nniBKOBOKO 06 OMOHKOHO, dapmacbloTikana HepoadhacoBaHol Monbwa 3MiHu 3 sikocTi. MoToBU nikapcbkui 3aci6. CTabinbHICTb. peuernnom
no 100 mr no 20 n.o. NpoAYKLiT, 3MiHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
Tabnetok y dpnakoHi; no nepsvHHa i roTOBOrO NiKapCbKOro 3acoby (3MEHLLUEHHS TepMiHy
1 donakoHy B KapTOHHiN BTOPVHHA NpUAaTHOCTI rOTOBOrO fikapcbkoro 3acoby) - [ns Toprosoi
kopobui; no 10 Tabnerok yrakoBKa, Y1aKOBKW. 3MEHLUEHHs1 TepMiHy NpuaaTHOCTi NiKapCbKoro

y 6nicTepi; no 1
OnicTepy B KapTOHHIN
Kopobui

KOHTpOrb Cepii,
[03BiST HA BMNYCK
cepii:

Jlex

3acoby AN NepBMHHOI  yNakoBku Grictep
3arBepaxeHo: TepMmiH npuaaTHOCTI. 5 pokis;
3anpornoHoBaHo: Tabnetkuy 6nictepi —3 poku. Tabnetkny
drakoHi — 5 pokiB
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
®dapmaLeBTn4Ha
KOMMaHia a.4a.,
Cnosetisi;
BMPOD HULITBO
Hepo3dhacoBaHol
npoayKUii,
KOHTpOMb cepii:
JNlek C. A, Monblua
118. | KETOPOIl renb 2 % no 30 ry Tyoi; O-p Peagni'c IHais O-p Pegai'c IHais BHECEHHA 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - be3 UA/2566/03/01
FrEnb no 1 Ty6i B kOopobLi Jlabopartopic Jlaboparopic JlITg 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapmMakoHarnsay. peuenma
nro (BupobHuya BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
AinbHnus - V1) dapmakoHarnsaay (BBedeHHs y3ararbHEeHVUX AaHuxX Mpo
cucteMy chapmakoHarnsiy, 3MiHa YOBHOBaXXeHOI ocobu,
BiANOBiganbHOI 3a 34iNCHEHHA hapMakoHarnsany;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
30iViCHEHHs (bapmakoHarnsay B YKpaiHi, K0 BoHa
BiMiHHa Bif yNOBHOBaxkeHOI 0co6M, BifgnoBiganbHOI 3a
3iNCHEHHA dbapMakoHarnsay (BKITYayy KOHTaKTHI [AaHi)
Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemmu
hapmakoHarnsgy) - 3miHa yroBHOBaXKeHOi  0cobu 3asiBHUKA,
BignoBiganbHoOI 3a 34iNcHeHHs dapmakoHarnsagy: Hitova
penakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pedakuis -
Dr. Chetan Karoo.
3MiHa KOHTaKTHUX JaH1X YMOBHOBaXKEHOI 0COOMW.
119. | KINEKCAH® 300 | po3uvH Ans iH ekuin no TOB "CaHoti- YKkpaiHa CaHodpi-ABeHTiC HimewunHa/ BHECEHHA 3MiH O peecTpaLinHuX Marepianis: 3a UA/10143/01/01
10 000 aHTU-Xa MO/mn, ABeHTiC Honunang Mvm6X, IcnaHis 3MiHu | TUNy - 3miHa Ha3BM BMPOOHMKA BUXOHOI CUPOBUHM peuyernnom
Ne1 (no 1 YkpaiHa" HimewunHa; ansa A®l MenapvHy Hatpito 3 «OpraHoH», HigepnaHan Ha
6ararono3oBomy OAMAP XEJIC «AcneH Occ B.B.», HigepnaHau; aminu | Tuny - BHECEHHsI
dnakoHy no 3 mn B KEAP CEPBICI3 nokasHuka «KinbkicHa nonimepasHa naHuoroBa peakuis» oo
KapTOHHI kopobuii) MAOPUL, C.AY., METOAIB BX(AHOrO KOHTpOMto BuXigHoro marepiany ans Adl
Icnanis [enapuHy HaTpito, A5 BUKITHOYEHHS CBUHSYOrO MOXOOKEHHS
HEOUULLIEHOTO TenapyHy, a TaKoX A5l BUSHAYEHHS!
MOXNMBOI KoHTamiHauii JHK 6uyayoro, oBe4oro Ta KO3s40ro
MOXOAEHHST; 3MiHM | TNy - 3amiHa B TepMiHi 36epiraHHs
BUXigHoro marepiany aons A®| lenapuHy Hatpito, a came
«nepiogy MOBTOPHOrO BWMPOGYBaHHSA: 36 MicsLiB» 3aMiHEHO
Ha «TepmiH 36epiraHHsa: 36 micauiBy; 3miHu Il Tuny -
BMPOBaOXeHHSI anbTepHATMBHOTO MNpOLecy BUMPODHMLTBA
BmxigHoro martepiany ana A®l MenapuHy HaTpito Ha
BMpoGHWIIN AinbHuLi Canodpi LWimi Mnopmens; 3aminm | Tuny
- OHOBMeHs1 iHhopMalLLii «oLiHKa 6e3neKkun CTOPOHHIX areHTiB
(po3ain 3.2.A.2) 3 BKMIOYEHHAM NiATBEPAKYIOUMNX
gocnigkeHb AN NiATPUMKKW anbTepHaTUBHOTO MpoLLecy
BUPOOHML TBa BMXiAHOro marepiany ans A®l lenapuHy
HaTpito Ha BUPOOHWYIN AinbHULi CaHodi LWimi MNnopmens.
120. | KnopiAa TabneTku, BKpUTi AngoreH IMKo Tiokcembyp BMPOBHUL TBO, Mpeuin BHECEHHS 3MiH O peecTpauiHux Marepianis: 3MiHu | Tuny - 3a UA/13673/01/01
NMiBKOBOIO 0OOMOHKO0, C.ap.n. r nepsuHHe, Ta AamiHicTpaTuBHi 3MiHW. 3MiHa HallMeHyBaHHS Ta/abo peuernnom
no 75 mr no 10 Tabnerok BTOPVHHE agpecn Micus NPOBafXeHHA OisnbHOCTI

y 6nictepi; no 3 abo 10

MaKyBaHHsi, BUNYCK

BMPOOHMKa/imnopTepa roToOBOro fikapcbkoro 3acooy,
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
6nicTepiBy navui 3 cepil: BKITHO4aK04M AiNbHULI BANYCKY cepil abo MicLe NpoBeaeHHs
KapToHy SAPMATEH C.A, KOHTPOIIO SKOCTI. (AiANbHICTb, 3a SKY BiANosigae
Ipeuis; BMPOOHUK/IMNOPTEP, BKITHOYAOYM BUMYCK CEpil) - 3MiHa
BMPOBHUL TBO, Ha3BW Ta agpecy BUpobOHuKka 13 6e3 3amiHn micus
nepsuHHe, Ta BMpOGHMLTBa (BBegeHHs 3MiH npoTsiroM 6-Tu micsuiB nicns
BTOPUHHE 3aTBepaXEHHS)
naKkyBaHHsi, BWMyCK
cepii:
SAPMATEH
IHTEPHELLHIT CA,
Mpeuis
121. | KOFHYM Tabnetku no 250 mr, no AT "KNIBCbKNI YkpaiHa AT "KNIBCbKNW YkpaiHa BHECEHHSA 3MiH [0 peecTpauitHux Martepianis: 3Minm | Tuny - 3a UA/13717/01/01
10 Tabnertok y 6nictepi; BITAMIHHNI BITAMIHHNI 3MiHu 3 skocTi. MoToBun nikapcbkun 3aci6. CTabinbHICTb. peuernom
no 5 6nicrepiB y nayui 3ABOLO" 3ABOLO" 3MiHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
rOTOBOrO iKapCbKoro 3acoby (36inbLUEeHHA TepMiHy
NpUOaTHOCTI rOTOBOro fikapcbkoro 3acoby) - [nsi Toprosoi
YNaKkoBKM (MiATBEPOXKYETLCA AaHUMW pearibHoro 4acy)
36inbLUEHHS TEPMiHy NPUOATHOCTI FOTOBOrO MiKapCbKoro
3aco0y Ha OCHOBI MO3WTMBHUX PE3YIbTaTiB [OBroCTPOKOBUX
AocniaxeHb cTabinbHOCTI y peanbHOMY 4aci: 3aTBepaXeHo:
TepMmiH npuagaTHoCTi. 2 poky 3anponoHoBaHo: TepMmiH
npuaaTHOCTI. 3 poku
BBeneHHs 3MiH NpoTarom 6-Tn MicauiB Nicnsa 3aTBEpAXKEHHs
122. | KOFHYM Tabnetkun no 500 mr, no AT "KMIBCbKN YkpaiHa AT "KMIBCbKUN YkpaiHa BHECEHHA 3MiH A0 peecTpauiHux martepianis: 3Minm | Tuny - 3a UA/13717/01/02
10 Tabnetok y 6nicTepi; BITAMIHH1I BITAMIHHI 3MiHu 3 sikocTi. MoToBWiA nikapcbkui 3aci6. CTabinbHICTb. peuernnom
no 5 6nictepis y nayui 3ABOO" 3ABOO" 3MiHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
roTOBOrO NiKapCcbKoro 3acoby (36inbLUeHHs TepMiHy
NpMOATHOCTI FOTOBOroO Nikapcbkoro 3acoby) - [ins Toproeoi
YakoBKM (NigTBEpOXYETbCA AaHUMMW pearbHOro 4acy)
30inbLUEHHA TEPMiHy NPUOATHOCTI rOTOBOrO MiKapCbKoro
3acoby Ha OCHOBI MO3WTMBHUX PE3YrbTaTiB [OBroCTPOKOBUX
AocnigxeHb CTabinbHOCTI y peanbHOMY 4aci: 3aTBepaKeHo:
TepmiH npugaTHoCTi. 2 poky 3anpornoHoBaHo: TepMmiH
npuaaTHoCTi. 3 poku
BBegeHHsi 3MiH NpoTSIromM 6-TW MiCSILLIB NiCrsi 3aTBEpOKEHHS
123. KOHTPAXICT TabneTku, BKpUTi AT "Anamen Monblua BMPOBHUL TBO, Monbla BHECEHHS 3MiH 0 peecTpauiHux Marepianis: 3MiHu | Tuny - 3a UA/15823/01/01
AINEPOXI® NriBKOBOKO 0OOMOHKO0, dapma"” nepeuHHE Ta 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapmMakoHarnsay. peu,ernmmom
no 5 mrno 10 Tabnerok BTOPVHHE BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
y 6nicTepi; o 1 naKyBaHHs: dapmakoHarnsagy (BBedeHHs y3ararnbHEeHVUX AaHuxX Mpo
6nicTepy B KapTOHHil 3aknag cucteMy chapmakoHarnsiay, 3MiHa YrOBHOBaXXEHOI ocobu,
Kopobui; no 7 Tabnerok dapmaL eBTU4HWA BiAnOBiganbHOI 3a 34iMCHEHHA hapMakoHarnsagy;
y 6nicTepi; no 1 Anamen ®apma KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
OnicTepy B KapTOHHIN C.A, Monbwa 30iViCHEHHs (bapmakoHarnsay B YKpaiHi, sKLLO0 BoHa
Kopob Ui nepsuHHe Ta BiMiHHa Bif yNOBHOBaXkeHOI 0co6W, BignoBiganbHOI 3a
BTOpPWHHE 3iNCHEHHA bapmakoHarnsay (BKTYayy KOHTaKTHI AaHi)
naKyBaHHS], Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
KOHTPOrb SKOCTi Ta dapmakoHarnsgy) - 3MiHa KOHTaKTHUX [AaHnX
BWIMYCK Cepii: JMOBHOBaXXEHOI  0COOM 3asBHUKA, BignosiganbHoi 3a

Mab'sHiubkun
dapmaLeBT 4HAN

3[iNCHEHHA hapmakoHarnsay. 3MiHa KOHTaKTHUX [AaHnX
KOHTaKTHOI ocobu, BianoBiganbHOI 3a 3iACHEHHS!
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
3aBog [lonbga dapmakoHarnsagy B YkpaiHi. 3aMiHa Micu s 3[iACHEHHS
A.T. Nonbwa OCHOBHOI [isANbHOCTI 3 papmakoHarnsaay. 3amiHa
MiCL€3HaxXoOXeHHs1 MacTep-danna cuctemmn
apmakoHarnsgy
124. | KPAMII Kpanni oparnbHi, PO34uH, 3AT "bepeLu YropLuHa 3AT "bepeLu YropLiuHa BHECEHHSI 3MIH A0 peecTpauivHnux marepianis: be3 UA/16660/01/01
BEPELL® no 30 mMn y dnakoHi 3 dapma" dapma" 3Minm | Tuny - noganHa Hosoro CEP (RO-CEP 2014-171-Rev peuenma
EKCTPA npobKoto- 01) ansa A®| kucnoty 60pHOI Big HOBOTO BUMPODHUKA; 3MiHM |
KpanenbHuleo, no 1 TvNy - noaaHHs oHosreHoro ceptudpikaty CEP Ne R1-CEP
abo no 4 onakonm y 1997-088-Rev 04 Big yxe 3aTBepaXXeHOro BUMpPOOHMKa Ansi
KapTOHHI Kopobui; no A®I HaTpito ddTopuay; 3miHm | Tuny - nogaHHs HoBoro CEP
100 mn ydnakoHi 3 (RO-CEP 2016-148-Rev 00) ansa A®| martito cynbdary
npo6koto- renTarigparty Bi HOBOro BMPOGHMKE;
KpanenbHuueto, no 1 3MiHm Il Tuny - 3mMiHa BUPOGHMKa BVX,4HOrO/MPOM iXKHOTO
hNaKoHy y KapTOHHil NpoAYKTY/peareHTy, L0 BUKOPUCTOBYIOTBECS Y BUPODHUYOMY
kopobui; no 30 mny npoueci A®l, abo 3miHa BUpobHMKa (BKMtoYatoun, Ae
cnakoHi, no 1 abo no 4 HeobGXAHO, MicLie NpoBedeHHst KOHTponto sikocTi) AdI -
PNaKoHM y KOMMIEKTi 3 BBEEHHs O04aTkoBoro BupobHuka APl migi cynbdary
OKpPEMUM [,03YH04MM neHTarigpary
HacoCOM Yy KapTOHHiV
kopobui; no 100 mny
cdnakoHi no 1 pnakoHy y
KOMMIEKTi 3 oKpeMum
[A03Y04MM HacocoM y
KapTOHHI Kopobui
125. | KCE®OKAM® TabneTku, BKpUTi Takena ABcTpisi ABCTpis Takega MM6X, HimewyunHa | BHeceHHs 3MiH 0 peecTpauiHux martepianis: 3minv | Tuny - 3a UA/10245/01/01
NMiBKOBOKO 0OOMNOHKO0, M6X Mmicue 3MiHu 3 sikocTi. FoToBwi nikapcbkun 3aci6. CTabinbHICTb. peu,ernmom
no 4 mr; no 10 Tabnerok BMPOOHMLTBA 3MiHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
y 6nictepi; no 1 OpaHieHb ypr roTOBOrO Nikapcbkoro 3acoby (3MiHa B ymoBax 36epiraHHsi
6GnicTepy B KapTOHHil roToBOro fnikapcbkoro 3acoby abo nicns
Kopob L PO3YMHEHHS/BIAHOBMEHHS) - NPUMBEAEHHS YMOB 306epiraHHs y
BiAMNOBIAHICTb 4O AaHWX, OTPUMaHMUX MPU BUBYEHHI
CTabinbHOCTi rOTOBOro nikapcbKoro 3acoby (BeeaeHHs 3MiH
NpoTSAIroM 6-TW MicsuiB NiCNs 3aTBEPAXEHHs); 3MiHu | Tuny -
ApmiHicTpaTtveHi 3MiHW. 3MiHa Ha3BK Nikapcbkoro 3acoby -
3MiHa Ha3BM nikapcbkoro 3acoby. 3arBepaxeHo: Kcedokam
BanpornoHoBaHo: Kcedokam® (BBeneHHst 3MiH npoTsrom 6-
TV MiCSILLiB NiCNs 3aTBEPAKEHHS)
126. | KCE®OKAM® TabneTku, BKpUTi Takena ABcTpisi ABCTpis Takega MM6X, HimeyunHa | BHeceHHs 3MiH 0 peecTpauiHux martepianis: 3minv | Tuny - 3a UA/10245/01/02
NriBKOBOKO 0OOMOHKO0, M6X Mmicue 3MiHu 3 sikocTi. FoToBwiA nikapcbkun 3aci6. CTabinbHICTb. peu,ernmom
no 8 mr; no 10 Tabnerok BMPOGHMLITBA 3MiHa y TepmiHax npugatHocTi abo ymoBax 36epiraHHs
y 6nicTepi; o 1 OpaHieHO ypr roTOBOrO NiKapcbKoro 3acoby (3miHa B ymoBax 36epiraHHs

6GnicTepy B KapTOHHIl
Kopobui

roToBOro nikapcbkoro 3acoby abo nicns
PO3YMHEHHS/BIAHOBMEHHS) - NPUMBEAEHHS YMOB 306epiraHHs y
BiAMNOBIAHICTb 4O AaHWX, OTPUMaHMUX MPU BUBYEHHI
CTabinbHOCTi rOTOBOro nikapcbKoro 3acoby (BeeaeHHs 3MiH
npoTsirom 6-TW MicsAuiB NiCNS 3aTBEpPAXEHHs); 3MiHu | Tuny -
ApmiHicTpaTtvBHi 3MiHW. 3MiHa Ha3BK Nikapcbkoro 3acoby -
3MiHa Ha3BW nikapcbkoro 3acoby. 3arBepaxeHo: Kcedokam
BanponoHoBaHo: Kcedokam® (BBeneHHst 3MiH npoTsrom 6-
TV MiCSILLiB NiCNs 3aTBEPAKEHHS)
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
127. | NA®EPOBIOH Kpanni HazanbHi No TOB "3 Ykpai Ha TOB "o3" YkpaiHa BHECEeHHsI 3MIH [0 peecTpaliviHux Martepianis: be3 UA/M3779/02/01
100000 MO/mn; no 5mn "BIO®APMA" BIO®APMA" 3MiHU | TUny - 3MiHM BHECEHO B iHCTPYKLit0 AN Meau4HOro peuyerima
y dpnakoHi, 3acTocyBaHHa nikapcbkoro 3acoby fo posginy "Cnoci6
3aKyropeHoMy 3aCTOCYBaHHA Ta [03M", @ came CXxeMa BUKOPUCTaHHS
MiKpo£03aTopoM- Kpanenb HasarnbHUX Yy priakoHi, 3aKyrnopeHoMy
KpanenbHuueto, no 1 MiKpoQ,03aTOpPOM-KpanernbHULLEI0 Ha OCHOBI AaHuX, LLLO
dnakoHy y nadui 3 MICTATbCA B MaTepianax peecTpauiiHoro aocke.BeegeHHs
KapTOHy 3MiH MpoTAromM 3-x MicsAuiB Nicns 3aTBepaXeHHs
128. | NEBOMILIETUH | Tabnetkm no 250 mr, no MAT Ykpai Ha MAT YkpaiHa BHECEHHSI 3MIiH [0 pEeECTpaLivHuX Marepianis: 3a UA/2952/01/01
10 Tabnetok y "KviiBMmeanpenap "KviBMmeanpenapar 3MiHuM | Tuny - 3miHv Wwoao 6esnekn/epekTUBHOCTI Ta peuernnom
6nicTepax ar" " apMakoHarnsay - OHOBIEHHA BXe 3aTBEPAXEHOro TeKCTy
MapKyBaHHSi BTOPWHHOI Ta MEPBUHHOI YNaKOBKW FiKapCbKoro
3acoby (BHECEHHS MO3HaYeHb OAVHWLb BUMIpIOBaHHA 3
BMKOPUCTaHHAM NiTEP NaTWMHCLKOro andasiTy)
129. | NEBOMILETUH | tabnetku no 500 mr, no MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux Marepianis: 3a UA/2952/01/02
10 Tabnetok y "KviBMmeanpenap "KviBmeanpenapat 3MiHM | TUny - 3miHn Wwoao 6e3nekn/edpekTUBHOCTI Ta peuernnom
6nicTepax ar" " apMakoHarnsay - OHOBIEHHA BXe 3aTBEPAXXEHOro TeKCTY
MapKyBaHHSi BTOPWMHHOI Ta MEPBUMHHOI YNaKOBKW FiKapCbKoro
3acoby (BHECEHHA MO3Ha4YeHb OAVHWLIb BUMIpHOBaHHS 3
BMKOPUCTaHHSIM NiTEP NaTMHCbKOro andasiTy)
130. | NEBOMIUETHUH | kpanni o4Hi, 2,5 mr/mn, TOBapUCTBO 3 YkpaiHa TOBapUCTBO 3 YkpaiHa BHECEHHS 3MiH 0 PeecTpaLinHMx Marepianis: 6e3 UA/13220/01/01
-03 no 5 mn abono 10 mny 06 MexeHo 06 MexeHo 3MiHM | Tuny - 3mMiHM fo cneumdikaLlii JONOMIDKHOI pe4oBUHM peuyennma
dnakoHi; no 1 grakoHy BignoBiganbHIiCT BiAMNOBIgANbHICTHO Boga ouuuieHa, acame: nokasHuku «BmicT 3aranbHoro
Y KOMMMEKTi 3 KPULLKOIO- 10 "HdocnigHun "OocnigHui 3aB0oA, opraHiyHoro Byrneuto» Ta «[lMroma enekTponpoBiAHICTbY
KpanenbHuueo y naydi 3 | 3asog "THUJIC" "THUIC", YkpaiHa [OMOBHEHO O00aTKOBMMU MexaMu «PiBeHb
KapTOHy (Bci cTagii rornepeaXXeHHs»; 3Mminu | Tvny - 3MiHa napameTpis
BMPOGHULITBA, cneuundikalivi Ta/abo AONYCTUMUX MeEX NEPBUHHOI YIaKOBKU
KOHTPOIb SKOCTI, roTOBOrO JiKapcbKoro 3acoby; CynyTHsA 3MiHa - 3MiHa y
BUNYCK Cepii); MeTofax BUNpobOyBaHHA MEPBUHHOI YMaKOBKW FOTOBOrO
TosapucTBO 3 nikapcbkoro 3acoby (iHwWwi 3MiHM y MeTogax BUNpobyBaHb
00 M exeHo (BkMtoYaloum 3amiHy abo fogaBaHHs)) 3MiHM 4O
BiANOBiganbHICTIO creumdikalii Ta MeToaiB KOHT PO SIKOCTi NEPBUHHOI
"OAPMEKC IPynmn", YIaKoBKY; 3MiHW | Tuny - 3MiHW, NoB'aA3aHi 3 HeOGXQHICTIO
YkpaiHa (Bci cTagii npUBEOEHHS Y BiAMNOBIAHICTL A0 MoHorpadii APY abo
BMPOOHML TBA, €ponericbkoi hapmakonei, abo iHLOI HaLioHan bHOI
KOHTPOMb SKOCTI, dapmakonei gepxasn €C (3MmiHay cneymdikauisx,
BUMYCK Cepii) noe'sidaHa 3i 3amiHoo BUMor MoHorpadpii APY abo iHwoi
HauioHanbHoi chapmakonei aepxasn €C Ha BUMOrn
MoHorpadii €Bponencbkoi dapmakonei); CynyTHs 3MmiHa -
3MiHa y MeTogax BUNpoGYBaHHA [OMOMiXHOI PeYoBUHM
(He3HayHi 3MiHM y 3aTBEpAXEHNX METOAax BUNPoGYBaHb)
3MiHM Jo cneuudpikaLii Ta MeTogiB KOHTPOMo 4OMOM DKHUX
PEYOBUH
131. | NIBUHONPUN- | TabneTtkmno 2,5 mr no Tesa I3painb AT YropwiuHa BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: 3a UA/8705/01/01
TEBA 10 Tabnetok y 6nicTepi; dapmaueBTikan dapmaL eBTU4HWIA 3MiHM | TUNy - 3miHa'y MmeTofax BUNPoOYBaHHS MEPBUHHOI peuernnom
no 3 abono 5 6nictepis IHpacTpi3 JTa. 3asog TEBA YMaKoBKW rOTOBOrO NiKapCbKoro 3acoby - 3miHa onucy

y Kopob L

MeToay BMNpoOYyBaHHA Ha LiinicHiCTb 6nicTepy, Lo
BUKOPVCTOBYETLCSA B MPOLLEC YNAKOBKW rOTOBOrO
nikapcbkoro 3acoby 3 MeTow NpvBedeHHs Martepianis
PEECTpaLiViHOrO A0CbE A0 YYMHHOrO MpoLEcy i 4acToTn
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n/n

JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

132.

JIBNUHOMNPUI-

Tabnerkmno 5mrno 10

KOHTPOIHO, LLIO 3aCTOCOBYIOTLCSI Ha BUMPOOHWYIN AiNbHUL
(peanbHux 3MiHy MeToauui He BiABynock, ockinekn byna
OomylieHa Nomunkay AoKymeHTauii). 3anpornoHoBaHuii
MeTog BUNpobyBaHHA Ha uinicHicTb 6nictepy Po3uuH: 0,2%
M/06 pO34MH METUMEHOBOrO CuHLOro Bakyym: 500 m6ap
Yac: 30 cekyHn Yactora KOHTPOMto: NpuMHaMHI Ha noYaTky
Ta B KiHUi koxHoI cepii KinbkicTb 6nicTepis Ans aHanisy:
6nicTepn ogHoro pobo4oro LuKnyrepMmermsawii

133.

TEBA

ni3nHoneun-

Tabnetok y 6nicTepi; no
3 abono 5 6nicTepiBy
Kopobui

Tabnerkmno 10 mr no 10

Tesa
dapmaueBTikan
IHpacTpi3 JTa.

TeBa

I3painb

AT
dapmaL eBTU4HWIA
3asog TEBA

YropliuHa

BHECEHHSI 3MIiH [0 pEeECTpaLivHuX Marepianis:
3MiHM | TUNy - 3miHa'y MeTofax BUNpoOYBaHHS NEPBUHHOI
YNaKOBKM FOTOBOrO iKapCbkoro 3acoby - 3amiHa onmcy
MeToay BUMNpoOYyBaHHA Ha LinicHiCTb 6nicTepy, LWo
BMKOPUCTOBYETBLCS B MPOLLEC YNaKkoOBKM FOTOBOrO
nikapcbkoro 3acoby 3 MeTow MpvBedeHHs Martepianis
peecTpaLiiHoro A0CbE A0 YMHHOrO MpoLEecy i4acToTn
KOHTPOIHO, LLLO 3aCTOCOBYIOTLCS Ha BUPOOHWYIN AinbHUL
(peanbHux 3MiHy MeToauui He BiABynock, ockinekun byna
gonywieHa noMunkay AoKymeHTauii). 3anpornoHoBaHW
MeToz BUNpobyBaHHA Ha uinicHicTb 6nictepy Po3uuH: 0,2%
M/06 pO34MH METUMEHOBOrO CuHLOro Bakyym: 500 m6ap
Yac: 30 cekyHn YacTora KOHTPOro: MpUHaNMHI Ha noyaTky
Ta B KiHUi KOXHOI cepii KinbkicTb 6nictepiB Ans aHanisy:
6nicTepn ogHoro pobo4oro LUKy repMermsawii

3a
peuerinom

UA/8705/01/02

134.

TEBA

NIBUHOMNPUI-

Tabnetok y 6nicTepi; no
3 abono 5 bnictepiBy
Kopobui

Tabnetrkmno 20 mr no 10

dapmauesTikan
IHpacTpi3 JTa.

I3painb

AT
dapmaL eBTU4HUIA
3aBog TEBA

YropuiuHa

BHECEHHA 3MiH 40 peecTpaLiiHuX Marepiarnis:
3MiHu | TUNy - 3miHa'y MmeTofax BUNpoOYBaHHS NEPBUHHOI
YNaKoBKM FOTOBOrO ikapCbkoro 3acoby - 3amiHa onmcy
MeToay BUMNpoOYyBaHHA Ha LinicHiCTb 6nicTepy, LWo
BMKOPUCTOBYETBLCS B MPOLLECi YNaKkoOBKW FOTOBOrO
nikapcbkoro 3acoby 3 METO NpuBeAeHHs marepianis
peecTpaLiiHOro [0ChE [0 YMHHOrO MpOoLecy i4acToTn
KOHTPOIHO, LLIO 3aCTOCOBYIOTLCS Ha BUPOOHWYIN AinbHUL
(peanbHux 3MiHYy MeToauui He BiABynock, ockinekun byna
gonylweHa noMunkay AokymeHTauii). 3anpornoHoBaHW
MeTog BuNpobyBaHHA Ha uinicHicTb 6nictepy Po3uuH: 0,2%
M/06 pO34MH METUMEHOBOrO CuHLOro Bakyym: 500 m6ap
Yac: 30 cekyHn YacTora KOHTPOro: MPUHaNMHI Ha noyaTky
Ta B KiHUi KOXHOI cepii KinbkicTb 6nictepiB Ans aHanisy:
6nicTepn ogHoro pobo4oro LuknyrepMmermsawii

3a
peuernmom

UA/8705/01/03

TEBA

Tabnetok y 6nicTepi; no
3 abono 5 6nicTepiBy
Kopob Ui

TeBa
dapmauesTikan
IHpacTpi3 JTa.

I3painb

AT
dapmaL eBTU4HUIA
3aeog TEBA

YropLiuHa

BHECEHHA 3MiH 4O peecTpaLinHuX Martepianis:
3MiHu | TUNy - 3miHa'y MmeTofax BUNpoOYBaHHS NEPBUHHOI
JMaKoBKM FOTOBOrO IiKapCbKOro 3acoby - 3MiHa onmcy
MeToay BUNpoOYyBaHHA Ha LinicHiCTb 6GnicTepy, Wo
BUKOPVCTOBYETLCSA B MPOLLEC YNaKOBKW FOTOBOIO
nikapcbkoro 3acoby 3 METO NpuBeAeHHs marepianis
peecTpaLiiHOro [0ChE [0 YMHHOrO MpOLecy i4acToTn
KOHTPOIIO, L0 3aCTOCOBYIOTECS Ha BUPOOHWMYIA OinbHULI
(peanbHux 3MiHYy MeToauui He BiABynock, ockinbku byna
gonyuieHa noMunkay AoKymeHTauii). 3anpornoHoBaHW
MeTog BuNpobyBaHHA Ha uinicHicTb 6nictepy Po3uuH: 0,2%
M/06 PO3YMH METUNEHOBOrO CHLOro Bakyym: 500 m6ap

3a
peuernmom

UA/8705/01/04
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
Yac: 30 cekyHn YacTota KOHTPOMo: MPUHaMMHI Ha noYaTKy
TaB KiHUi koxHOI cepii KinbkicTb 6nictepis Ans aHanisy:
6nicTepn ogHoro pobo4oro LuknyrepMmetusadii
135. | NIM3EP kancynu, no 10 kancyn y Mera AscTpanis IHBeHTIa Xenckea IHois BHECEHHA 3MiH 4O peecTpauivHux mMarepianis: 3Minm I Tuny 3a UA/6148/01/01
ctpuni, no 3 abo no 10 TNand caieHcia Met IlTg - 3minu Wwono 6e3nekn/ecekTUBHOCTI Ta dpapMakoHarnsay. peuernnom
CTpUNIB y KApTOHHI (AscTpanis) Mri BHecenHst abo 3miHa(n) 4o 3000B'sA3aHb Ta yMOB Budadi
kopobui; no 14 kancyn y Jira. peecTpauinHoro MnocBigyeHHs, BKMtoyaoum MNnaH
cTpuvni, no 1 ctpuny y YNPaBMiHHA pU3MKaMW (3acTocyBaHHS 3MiH(K), SKi(a)
KapTOHHI KopoOui BMMaraloTb(€) No4anbLIOr0 OBrPyHTYBaHHA HOBMM U
A00aTKOBUM AaHMMK, LLLO MalOTb HaaaBaTuncs
KOMMETEHTHUM OPraHOM, OCKiNbKV BUMaraeTbCsl CyrTeBa
OLiHKa KOMMETEHTHUM OpraHoM) - BukoHaHHs 3060B'sA3aHb
BiAMOBIAHO A0 NiANYHKTY 1.13 myHkTy 1, NignyHkTy 2.3
NyHKTY 2 aopatky 15 go MNMopsgky npoBedeHHs ekcrnepTusu
peecTpauinHMx martepianiB Ha Nnikapcbki 3acobu, Lo
nodaloTbCsA Ha AepXaBHy peecTpauito (nepepeectpauito), a
TaKoX excrnepTuau Martepianis Npo BHECEHHS 3MiH [0
peecTpauinHMx matepianis NpoTAroM Aii peectpayinHoro
nocBigYeHHsl, 3arBepaykeHoro Hakasom MOS Big 26.08.2005
Ne 426 (y pegakuii Hakasy MOS Big 23.07.2015 Ne 460).
136. | NNIHEKC GEBI® | NOpOLLOK Ans OpaiibHOl CaHpo3 CnoBeHis Jlex CnoBeHis BHECEHHSI 3MIH [0 peeCTpaLivHuX Marepianis: be3 UA/14576/01/01
cycneHsii, 1 000 000 dapmacbtoTikans dapmaLeBTuyHa 3MiHu | Tuny - NpUBEAEHHS TEKCTY MapKyBaHHA Y peuenima
000 KYO/naker no 1,5 r a.a. KomnaHia 4.4., BiAnoBigHiCTb A0 Hakady MO3 Ykpainu Big 23.07.2015 Ne
y naketi; no 10 abo 20 CnoBeis 460 Ta BHECEHHS1 [OMOBHEHb 3TiJHO 3 YMHHOK iHCTPYKLIED
NakeTiB B KAPTOHHIN (BUpOGHMLTBO "in ONA MEOUYHOro 3acTOCYyBaHHSA Iikapcbkoro 3acoby.
Kopob L bulk', nepsuHHe Ta BeeneHHss 3MmiH npoTarom 6 micAuiB nicns 3aTBepaXeHHs
BTOPVHHE
nakyBaHHsi); Jlek
dapmaLeBTiHa
KOMMaHis a.4a.,
CnogeHis
(KoHTpOnb cepii);
Tlex
dapmaLeBTu4Ha
KOMNaHia a.4a.,
CnoBeHis
(KoHTponb Ta
BUMYCK Cepii);
MAPI®APM,
BMPOOHMLTBO Ta
nocnyru 4.0.o.,
CnoBeHis
(BTOPUHHE
naKyBaHHs)
137. | NO3AN® TabneTku, BKpUTI TOB "CaHodi- YKkpaiHa TOB "3eHTiBa" Yecbka BHECEHHA 3MiH O peecTpaLiHuX Marepianis: 3a UA/9435/01/01
nnroc obornoHkoto Ne 10, Ne 30 ABeHTiC Pecnybnika BUMPaBIEHHS TEXHIYHOI MOMWIKKU (HEe MPOCTaBneHi OaWHULL peuernom
(10x3), Ne 90 (10x9): mo YkpaiHa" BUMIpIOBaHHA (MIT) ANS KUCOTW XIIOPUCTOBOAHEBOI ) B

10 Tabnetok y 6nicTepi;
no 1, 3 abo 9 Gnicrtepis
Y KapTOHHIN Kopobui; Ne

3MiHax 4O MeTogax KOHTPOMO SIKOCTi NikapCcbKoro 3acoby (B
NyHKTi 4.4. "XuHonuHoBbI xenTbii (E 104) nMoHco 4R
(E124))
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
30 (15X2), Ne 90 (15x6):
no 15 Tabnerok y
6nicTepi; no 2a6o 6
6nicTepiB y KapTOHHI
Kopob Ui
138. | NIOTEIHA TabneTku BariHanbHi No AT "Anamen Monblwa Mab'sHiLbKkun Monblwa BHECEHHSA 3MiH 0 peecTpauiHux Marepianis: 3MiHu | Tuny - 3a UA/5244/01/02
100 mrno 15 Tabnetok y dapma” dapmaLeBT4HAN 3MiHu Wwono 6esnekn/ecbeKTUBHOCTI Ta hapMakoHarnsay. peuernnom
6nictepi; no 2 6nictepn 3aBog lNonbda BBeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
pasom 3 annikaropom B AT. dapmakoHarnaay (BBE4EHHS y3ararnbHEHUX AaHWX Mpo
KapTOHHI Kopobui; no cucTeMy chapmakoHarnsiay, 3MiHa YrOBHOBaXeHOI ocobu,
15 Tabnertok y 6nictepi; BiAMOBIAANbHOI 3a 3AiVicHeHHs bapmakoHarnsagy,
no 2 6nictepu 6e3 KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Anst
annikaropa B KapTOHHIi 30iiCHEHHs bapmakoHarnsay B YKpaiHi, K0 BoHa
Kopobui BiAMiHHa Bif yNOBHOBaXkeHOi 0cobW, BifnoBiganbHoI 3a
30iNCHEHHA dbapmakoHarnsay (BKTYaoum KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemmu
dapmakoHarnsaagy) - 3MiHa KOHTaKTHUX [aHnX
JMIOBHOBaXXEHOI  0CODU 3asiBHWKA, BiAnoBiganbHoi 3a
30iicHEHHa dbapmakoHarnagy. 3MiHa KOHTaKTHUX OaHnX
KOHTaKTHOI 0ocobw, BianosiganbHOi 3a 3[4iCHEHHS
dapmakoHarnsagy B YkpaiHi. 3amiHa micus 34iCHEHHs
OCHOBHOI AiSiNbHOCTI 3 (hapmakoHarnsagy. 3amiHa
MiCLe3HaxoOXeHHsi MacTep-danna cuctemmn
apmakoHarnsgy
139. NIOTEIHA TabneTku BariHanbHi no AT "Apamen Monbwa Ma6'aHiubkuin MonbLua BHECEHHS 3MiH 0 peecTpauiiHix marepianis: 3miHu | Tuny - 3a UA/5244/01/03
200 mr no 10 TabneTok y dapma"” dapmaLeBTMHHAN 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapMakoHarnsay. peu,ernmom
6nicTepi; no 2a6o no 3 3aBog lNonbga BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
6nicTepn pasom 3 AT. dapmakoHarnsagy (BBedeHHs y3ararbHEeHVUX AaHuxX Mpo
annikatopoMm B cucteMy hapmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
KapTOHHIA Kopobui; no BiAnoBiganbHOI 3a 3AiMCHEHHA hapMakoHarnsagy;
10 Tabnetok y 6nicTepi; KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
no 2 abono 3 6nicrepn 30iViCHEHHs (bapmakoHarnsay B YKpaiHi, K0 BoHa
6e3 annikaropa B BiMiHHa Bif yNOBHOBaxkeHOi 0co6M, BifgnoBiganbHOI 3a
KapTOHHI KopobLi 3iNCHEHHA hapmakoHarnsay (BKYarym KOHTaKTHI fAaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHUX [AaHnX
JMOBHOBaXXEHOI  0COOM 3asBHUKA, BignoBiganbHoi 3a
3iNCHEHHA hapmakoHarnsay. 3MiHa KOHTaKTHUX [AaHuX
KOHTaKTHOI ocobu, BiANOBiAanbHOI 3a 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi. 3amiHa micus 34iACHEHHs
OCHOBHOI AifNbHOCTI 3 (hapmakoHarnsagy. 3amiHa
MiCL€3HaxX0OXeHHs1 MacTep-daina cuctemMmmn
dapmakoHarnsgy.
140. | MAKCIICTUH Tabnetkmno 16 mr, no TOB "®apmekc Ykpai Ha TOB "®apmekc YkpaiHa BHECEHHS 3MiH A0 peecTpauivHix marepianis: 3MiHv | Tuny - 3a UA/10012/01/02
10 Tabnertok y 6nicTepi; Mpyn" Mpym" 3MiHu 3 sKocTi. FoToBuiA nikapcbkuii 3aci6. 3MiHn y peuermom

no 3 6nictepuy nayui

BMPOOHULTBI. 3MiHa po3mipy cepii (BktoYaroum AianasoH
po3Mipy cepii) roTOBOro fikapcbkoro 3acoby (30inbLieHHs Ao
10 pasiB MOPIBHAHO i3 3aTBEPOXEHUM PO3MipPOM) - BBEA,EHHsI
[0 3aTBEpPAXEHOrO po3Mmipy cepii 5 Kr AogaTKoBux po3MipiB

cepin M13: gpogarkoBui po3mip cepii - 15 kr
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
141. | MAKCIICTUH Tabnetkmno 24 mrno 10 | TOB "®apmekc Ykpai Ha TOB "®apmekc YkpaiHa BHECEHHSA 3MiH O peecTpaLiHuX Marepianis: 3MiHu | Tuny - 3a UA/10012/01/03
Tabnetok y 6nicTepi; no Mpyn" Mpyr" 3MiHu 3 sKocTi. FoToBUIA Nikapcbkuii 3aci6. 3MiHn y peuernom
3 6nicTepuy navui BUPOGHML TBI. 3MiHa po3Mipy cepii (Bkmtoyatoum gianasoH
po3Mipy cepii) roroBoro nikapcbkoro 3acoby (36inbLieHHs 4o
10 pa3iB MOPIBHAHO i3 3aTBEPOXEHUM PO3MipOM) - BBEOEHHsI
[0 3aTBEPAXKEHOTO PO3Mipy cepii 5 Kr 4ogaTKkoBMX po3mipiB
cepivt ['T13: — pogarkosui poamip cepii - 30 Kr
142. | MEMOMNAHT TabneTku, BKpUTi Op. Binbmap HimeuunHa Op. Binbmap HimeuyunHa | BHeceHHs 3MiH [0 peecTpauiHux marepianis: 3minv | Tuny - 6e3 UA/0204/01/01
®OPTE NNiBKOBOK 0D OIOHKOLO, LLsabe MmM6Xi Llsabe M6 X Ko. AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo peuenima
no 10 TabneTok y Ko. KI" Kr agpecn Micus NPOBafXeHHA OisnbHOCTI
6nictepi; no 2a6o no 3 BMPOOHMKa/iMnopTepa roTOBOroO Nikapcbkoro 3acooy,
6nicTepn B KapTOHHI BKITHOYaK0uM AiNbHULI BUNYCKY cepii abo micLe npoBeaeHHs!
kopobui; no 20 Tabnertok KOHTPOIIO SKOCTI. (AiANbHICTb, 3a SKY BiANosiaae
y 6nictepi; no 3 BMPOGHUK/IMNOPTEP, BKITHOYAOYM BUMYCK Cepil) - 3MiHa
6nicTepn B B KApPTOHHI agpecy Bupobruka M3 Op. Binemap Weabe Mu6Xi Ko. KT,
Kopob Ui HimevunHa, 6e3 3miHn Micust BUPOGHUL TBa; 3MiHn | Tuny -
ApMiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo
agpecu 3asiBHUKA (BNacHWKa PeecTpaLiiHOro nocBigyveHHs)
- 3MiHa agpecv
143. | METUNPEQ Tabnetkmno 16 mr no 30 OpioH DiHnsaHain OpioH ®DiHNAHAIs | BHECEHHst 3MiH 40 peecTpauinHix martepianis: 3miHuv | Tuny - 3a UA/0934/01/02
TabneTok y dnakoHi, no KopnopenwH KopnopeniuH, 3MiHu 3 sikocTi. [oToBUIN nikapcbkui 3aci6. 3miHn y peuyernnom
1 cbnakoHy B KapTOHHI QiHnaHais; BMPOOHMUTBI. 3amiHa abo BBegeHHs1 404aTKOBOI AinbHUL
Kopob L AnbTepHaTBHUI BMpPOGHMLTBA ANs YacTuHn abo BCbOro BMPOGHWMYOro
BMPODHUK, LLO npoLLecy roTOBOrO Nikapcbkoro 3acoby (AinbHMLSA Ans
34iVicHioe BTOPMHHOIrO NaKyBaHHs) BBEOEHHS anbTepHaTVBHOI
nepeuHHE Ta ainbHALi OpioH KopriopeniuH 3a agpecoto: [hkoeHCyyHKaTy
BTOPVHHE 7, 24100 Cano, ®iHnsaHais Ans BTOPUHHOTO MakyBaHHa J13:
naKyBaHHs: 3MiHn | Tuny - 3Minm 3 akocTi. [oToBMIN Nikapcbkun 3aci6.
OpioH 3MiHn y BUpobHULTBI. 3amiHa abo BBEOEHHS AoaaTKoBOi
KopropenLuH, OinNbHALI BUPOBHMLTBA ANSA YacTuMHA abo BCbOro
DiHnaHais BMPOGHMYOro NpoLLeCy FOTOBOrO fikapcbKoro 3acoby
(AiNbHVLSA ANSA NEPBYHHOTO MaKyBaHHS) BBeOEHHS
anbTepHaTuBHOI AinbHULi OpioH KoprnopeilwH 3a agpecoto:
[broeHcyyHkaTy 7, 24100 Cano, PiHnsHAiSA ANS NepBUMHHOMO
naKyBaHHsI.
144. METUNPEQ Tabnerkmno 4 mr no 30 OpioH OiHnsaHais OpioH ®iHnsHAis/ | BHECEHHs 3MiH [0 peecTpauiiHux martepianis: 3miHm | Tuny - 3a UA/0934/01/01
abo 100 Tabnertok y KopnopeiiwH KopnopentuH, YkpaiHa 3MiHu 3 skocTi. [oToBUIM MikapcbKkui 3aci6. 3miHny pey.ennom
dnakoHi, no 1 drakoHy QiHnaHais; BMPOOHMLTBI. 3amiHa abo BBeOEHHsT [404aTKOBOI AinbHUL
B KapPTOHHIN KopobLi AnbTepHaTBHUI BMPOOHMLTBA ANS YacTvHM abo BCbOro BMPOGHWMYOro

BMPOBHUK, LLO
3[iVICHIOE BTOPUHHE

MPOoLLeCy rOTOBOroO fikapcbKoro 3acoby (AinbHuLA Ans
BTOPMHHOrO MaKyBaHHs) BBEOEHHS arbTepHaTUBHOI

nakyBaHHs1, AinbHWLi OpioH KopriopenuH 3a agpecoto: [hkoeHCyyHKaTy
KOHTPOIb SKOCTI i 7, 24100 Cano, ®iHnaHAis Ans BTOPUHHOrO MakyBaHHA J13:
BUMYCK cepii: 3MiHn | Tuny - 3miHuM 3 sikocTi. FoTOBMIA Nikapcbkui 3aci6.
ToBapucTBO 3 3MiHM y BUpoGHMUTBI. 3aMiHa abo BBeAEHHA A00aTKoBOI
0B MexeHo OinbHWLI BUpOBHMLTBA ANS YacTuMHA abo BCbOro
BiAMOBIAaNbHICTIO BMPOGHMYOro MpoLLeCy FOTOBOrO JiKapcbKoro 3acoby
"KYCYM ®APM", (BiNbHALSA ONS NEPBUHHOMO NaKyBaHHS) BBe4EHHsI
YKpaiHa; anbTepHaTuBHOI AinbHULi OpioH KoprnopeiwH 3a afpecoto:
AnbTepHaTVBHUN [broeHcyHkaTy 7, 24100 Cano, PiHnsaHgis Ans NEPBMHHOIO
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
BMPOOHWK, LLLO naKyBaHHS.
30iNcHI0E
nepeuHHe Ta
BTOPVHHE
nakyBaHHs!:
OpioH
KopropenLuH,
diHnaHaina
145. | METUNPEL TabneTknm no 4 mrin OpioH [ ETE OpioH QPiHnsHAis/ | BHECEHHS 3MiH 40 peecTpauivHix mMarepianis: 3MiHu | Tvny - - UA/13853/01/01
bulk mo 100 tabnetok y KopnopeiiH KopnopentuH, YkpaiHa 3MiHM 3 skocTi. [oToBUIM MikapcbKkui 3aci6. 3miHny
hnakoHi; no 24 a6o no QiHnaHais; BMPOOHMLTBI. 3amiHa abo BBeOEeHHsT [404aTKOBOI AinbHUL
5000 chnakoHis B AnbTepHaTBHUI BMPOOHMLTBA ANS YacTvHM abo BCbOro BMPOGHWMYOro
KapTOHHIN yrakoBL,i BMPOBHUK, LLO MpoLecy rotToBoro fikapcbkoro 3acoby (AinbHuusa ans
30iNCHIOE BTOPUHHE NEPBMHHOrO MaKyBaHHA) BBEAEHHS anbTepHaTVBHOI
nakyBaHHs1, AinbHWLi OpioH KopriopenuH 3a agpecoto: [hkoeHCyyHKaTy
KOHTPOIb SKOCTI i 7, 24100 Cano, ®iHnaHAis - 4NSA NEPBUHHOMO NaKyBaHHS
BUMYCK cepii:
ToBapucTBO 3
06 MexeHo
BiANoBiAanbHICTIO
"KYCYM ®APM",
YKpaiHa;
AnbTepHaTVBHUN
BMPOBHUK, LLO
30iNcHI0E
nepBuHHe
naKyBaHHs:
OpioH
KopnopentuH,
diHngHain
146. | METOTPEKCA po3yvH Ans iH'ekyin, 10 EBEBE ®apma ABCTpIst MOBHUN LIUKI ABCTpisi/ BHECEHHS 3MiH A0 peecTpauivHix marepianis: 3MiHv | Tuny - 3a UA/0513/02/01
T "EBEBE" mr/mn no 1 mn (10 mr), lec.m.6.X. BMPOBHUL TBa: HimeuunHa 3MiHu 3 sikocTi. MoToBWMMA nikapcbkuii 3aci6. Cuctema peuernnom
no 5 mn (50 mr) y Hdar Kl EBEBE ®apma KOHT eViHep/3akyroptoBanbHMiA  3aci6. 3miHa 6yab-sKoi
dnakoHi, no 1 dpnakoHy lec.m.6.X. Hor. YacTMHW Martepiany NepBUHHOI YMAKOBKM, LLO HE KOHTaKTYE 3
B KapTOHHIN KopobLUi; no KT, ABcTpis roTOBMM IiKapCbKnM 3acoboM (Hanpuknag Kormip KpULeYoK 3
0,75 mn (7,5mr), no 1 TECTYBaHHS: KOHTPOMEM NepLLOro BiAKPUTTS, KOMNip KOAOBKX Kineub Ha
mn (10 mr), mo 1,5 mn Mnn aMmmynax, KOHTelHepa AN ronok (pisHi BUAM nnactmach)
(15 ™mr), no 2 mn (20 mr) Mikpobionoriwec (3MiHa, sika He BNNVBae Ha KOPOTKY XapaKTepuUCTUKY
y nonepenHL0 Mptocpnabop Mu6X, nikapcbkoro 3acoby) -
3arnoBHEHOMY  LLIMPWLLi, ABCTpis OHOBMEHHSI PO3MIpiB CEPBETKM Ta MokasHWKa BTpara npu
no 1 abono 5 TECTYBaHHS: BUCUXaHHI 15 YaKOBOK MOMEepeaHb0 HAMOBHEHMX  LUMPULLiB
nonepegHL0 Jlabop J1+CAT, 3 METOTPEKCaToM.
3aMoBHEHMX LUMPULIB Y HimeuyunHa
KapTOHHI kopobui
pasoM 3i CTepUrbHO
iH'eKLiHOO ronKoto Ta
cepBeTkaMu
147. | METOTPEKCA pO34vH AN4 iH ekuin, 25 Tesa 13painb Dapmaxemi b.B. HigepnaHg BHECEHHA 3MiH A0 peecTpauivHix marepianis: 3miHv | Tuny - 3a UA/9609/01/01
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Ymoeu

Homep

Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

aidnycky

peecmpayiltiHo
20
noceid4yeHHs

T-TEBA

MF/MA; 102 MmNy
dnakoHi; mo 1 dnakoHy
B KOpoOLii

dapmauesTikan
IHpacTpi3 JTa.

3MiHM LW oao be3nekn/edeKTUBHOCTI Ta papmakoHarnsay.
BBeneHHsi abo 3MiHM [0 y3aranbHeHUX AaHuX Npo CUCTEMY
apmakoHarnsay (BBeAeHHs! y3ararnbHEeHUX AaHuxX Mpo
cucTemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsagy,
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
34iiCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
34iMiCHEHHA dbapmakoHarnsgy (BKIYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi macTep-canna cuctemm
dapmakoHarnsay) - 3MiHa YroBHOBaXKEHOI  0cobu
BiAnoBiganbHoi 3a hapMmakoHarnsa: Hitoywa pegakyis: Dr.
Hedva Voliovitch MD, PhD. lNMponoHoBaHa pegakuis: Orit
Stern-Maman. 3MiHa KOHTaKTHUX OaHUX YNOBHOBAXKEHO!
ocobw, BignosiganbHoi 3a papmakoHarnsg. 3miHa micus
3[iCHEHHS OCHOBHOI [AisiNbHOCTI 3 chapmakoHarnsay. 3MiHa
MiCLIE3HaXOAKEHHs1 MacTep-ganna

peuernnmom

148.

MET®OPMIH-
TEBA

TabneTku, BKpUTI
NniBKOBOIO 06 OMOHKOIO,
no 1000 mrno 10
Tabnetok y 6nicTepi; no
3 6nictepu y kopobui

TeBa
dapmaueBTikan
IHpacTpi3 JTa.

I3painb

Tesa
dapmaueBTikan
IHpacTpi3 JTa.,

I3painb

(BMpPOBHULTBO 3a
MOBHUM LIUKITOM;
BMPOB HULITBO
Hepo3dhacoBaHoi
npoayKUii,
KOHTPOMb SIKOCTi Ta
[A03BiN Ha BUMYCK
cepin); NepBuHHa
Ta BTOpPUHHA
yNaKoBKa,
KOHTPOIb SKOCTi Ta
[03BiN HAa BMNYCK
cepin: AT
dapmaL eBTU4HWA
3asog TEBA,
YropLmHa;
BVPOB HULITBO
Hepo3dhacoBaHoi
nPOAYKLIT,
KOHTPOIb SKOCTI:
TeBa Yex IHgacTpi3
c.p.o., Yecbka
Pecny6nika

I3paine/
YropuuuHa/
Yecbka
Pecny6nika

BHECEHH 3MiH A0 peecTpauivHnx Martepianis: 3MiHu | Tuny -
3miHu 3 sikocTi. MoToBMA nikapcbkui 3aci6. Onuc Ta cknag.
3MiHa y cknagi (4onoMiKHMX pevyoBMHax) rOTOBOro
nikapcbkoro 3acoby (iHLLi fOMOMiXHI pe4yoBUHM) - 3amiHa
OfHi€l AOMOMDDKHOI PEYOBMHM Ha iHLLY 3 TUMU CaMUMK
YHKLiOHANbHUMY XapakTepUCTVKaMK Ta Ha TOMY CamoMy
piBHI - 3MiHa y cknagi (4OMOMKHMX peYOBMHAX) rOTOBOro
NiKapCbKOro - BUAAMEHHA CMOMy4HOI PevoBuHM nosigoHy K-

nosigoHy K-30.3aranbHa KinbKicTb nonimepy nosigoHy
3annWaeTbCa He3MiHHO. BBeaeHHs 3miH npotarom 6-Tu
MicAUiB nicnsa 3aTBepaXXEHHS
3MiHn | Tuny - 3Minm 3 akocTi. FoToBMIN Nikapcbkun 3aci6.
3MiHn y BUpOBHULUTBI. 3MiHM Yy Mpoueci BUpoOHUL TBa
rOTOBOrO MiKapCbKOro 3acoby, BKITHOYa0uM MPOMidKHUIA
MPOAYKT, L0 3aCTOCOBYETBLCS NMPU BUPOOHULTBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHay MpoLLeci
BUPODHWLTBA) He3Ha4yHa 3MiHay npoLeci BUpOOHULLTBA Y
po3aini 3.2.P.3.3 Ha cTagii |l Bonoroi rpaHynsuii: - 3amicTtb
po3umHy nosigoHy K-90 B rapsdivi ouuLleHin Bodi B SIKOCTI
rPaHYrNIoYoro po3ynHy Gyae BUKOPUCTOBYBATWCA XONoAHa
BoAa. - [MpurotyBaHHa rpaHyro4oro po3uynHy He 6yne
nposoguTucs. - Miwanka Buganserbes 3 nepeniky
obnagHaHHs, OCKiNnbKu cTafis rpaHynsuii 6yae siabysarucs
3 BUKOPUCTAHHAM MNuLe oYuLeHoi Bogun. KopucTyouncs
MOXIUBICTIO, 3aSBHVK XOTiB OU BHECTW pegakLiiHi i
dopmanbHi 3miHny po3ginn 3.2.P.1, 3.2.P.3.2 ta 3.2P.33. -
Y posgini 3.2.P.3.2 BuganeHo agpecy BupobHuka 13
Microlab, ockinbku nosHa agpeca Micro Labs Ltd.
3a3HayeHa y po3aini 3.2.P.3.1 BupobHuku. - 3 meToro
YTOMHEHHA TOro hakTy, L0 3a3HayeHi HapULLKK
MOKpUBaKOYOl AWCrepCii € MakCMarnbHAMK B NPOLLECi

BUPOGHMLTBA, AoAaHO crnoBo "max'. - 3asBHUK BUNpaBuUB

3a
peyernmm

UA/12382/01/01
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

po3paxyHOK 3aranibHol Macy MOKPUTUX TabneTok y 3B's3Ky 3i
3MiHO MeToay po3paxyHKY(yHicbikauia 3 gosamu 500 Ta
850 mr), TobT0 366,874 kr Ha 360,546 kr, 892,620 kr Ha
886,140, 1047,163 kr Ha 1029,101, 1234,240 «kr Ha
1225,280, w0 paHile 6yno po3paxoBaHO HeBipHO. B
oHoBrneHwn po3ain 3.2.P.3.2 BHeceHi BUMpaBMeHi 3HaYeHHS.
- 3aABHVK 3aMiHMB pO3paxyHOK 3ararbHOI Macu NOKpPUTUX
Tabnetok y kr macoto TabnerkoBux sgep (2450,560 Ha
2378,880 Kr) 3 MeTOW NpMBEOEHHST A0 iHLMX
3apeecTpoBaHUX PO3MIpiB Cepii, SKi 3raayoTbCs y po3aini
3.2P.3.2. -VY po3gini 3.2.P.3.3.1 "OcumnsauinHmi mavH"
3aMiHeHo Ha "YpapHui MIvH'. BBeaeHHa 3MiH npoTsrom 6-
TV MicsLiB NiCNS 3aTBEPAXKEHHSI.

149.

MET®OPMIH-
TEBA

Tabnetku no 850 mr, no
10 Tabnetok y 6nicTepi,
no 3 6nicrtepu y kopobui

TeBa
dapmaueBTikan
IHpacTpi3 JTa.

I3painb

TOB TeBa
OnepenuH3
MNonaHg

[NonbLua

BHECEHHS 3MiH 0 PeECTpaLinHMX Marepianis:
3MiHu | Tuny - nogaHHsl OHOBMEHOro ceprtudikara
BignosigHocTi €Bponeiicekin capmakonei Ne R1-CEP 2005-
123-Rev 03 ) ans gitoyoi pevouHn Metformin Hydrochloride
Bifl BXE 3aTBEpAXEHOro BUPODHMKA, $K HAacnifoK 3MiHa
afpecy BYpobHVKE; 3MiHM B crieundpikauii APl - BunydeHo
nokasHuk «Bavkki meTanu» - 3rigHo BUMor MoHorpadii
Metformin Hydrochloride EP

3a
peyernmm

UA/7795/01/02

MET®OPMIH-
TEBA

Tabnetku no 500 mr no
15 Tabnetok y 6nicTepi;
no 2 6nicrtepuy kopobui

Tesa
dapmaueBTikan
IHpacTpi3 JTa.

I3painb

TOB TeBa
OnepeWiuH3
MonaHg

[NonbLua

BHECEHHA 3MiH 40 peecTpaLiiHuX Marepianis:

3MiH1 | Tuny - NogaHHs OHoBREeHoro ceptudikara
BiAgnoBigHOcTi €Bponencbkin dpapmakonei Ne R1-CEP 2005-
123-Rev 03 ans gitovoi pevosuHn Metformin Hydrochloride
Bifl BXe 3aTBEepAXeHoro BUPODHMKA, K HacmifoK 3miHa
afpecy BYpobHMKa; 3MiHM B crieundpikadii APl - BunydeHo
nokasHuk «Bavkki meTanuy» - 3rigHo BUMor MoHorpadii
Metformin Hydrochloride EP

3a
peuerinom

UA/7769/01/01

151.

MITYKAHT

TabneTku, BKpUTI
NNiBKOBOK 0D OMOHKOLO,
no 10 mr no 7 Tabnertok
y 6nictepi; no 4
6nicTepn B KapTOHHIN
Kopobui

AT "Anamen
dapma”

Monblua

BMPOOHMK in bulk,
nepBuHHe Ta
BTOPUHHE
naKyBaHHsi,
KOHTPOSb SKOCTi:
BAT ®apmakepe,
ManecTuHa;
BMPOBHUK in bulk,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb SKOCTI:
TOB Takega
dapma, Monblua;
nepeBuMHHa Ta
BTOPMHHA
JNaKoBKa,
KOHTpOMNb SKOCTi Ta

[ManecTuHa
/
MonbLa

BHECEHHA 3MiH [0 peecTpauiHux Marepianis: 3MiHa
3asBHUKA (BNacHWKa peecTpauifiHoro nocBigyeHHs) (3rigHo
Haka3y MO3 Big 23.07.2015 Ne 460): BeegeHHs 3MmiH
npoTsArom 6-Tu MicsLiB Micns 3aTBepaXKeHHS.

3a
peuennom

UA/10397/02/01
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Ne
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Hasea
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3asieHUK
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BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

[03BIN HA BMNYCK
cepii:
Mab'aHiubkuin
dhapMaLeBTU4HUNA
3aBog [Nonbda
A.T., Monblua

152.

MINYKAHT

TabneTkun xyBanbHi Mo 4
Mr o 7 Tabnerok y
6nictepi; no 4 6nictepn
B KapTOHHI KopobLi

AT "Anamen
dapma"

MonbLia

BMPOBHMK in bulk,
nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTI:
BAT ®apmakepe,
ManecTuHa;
BMPOBHMK in bulk,
nepeuHHe Ta
BTOPUHHE
naKyBaHHS,
KOHTPOIMb SIKOCTi:
TOB Takena
dapma, MNonbLua;
nepeBMHHa Ta
BTOPUHHA
ynakoBkKa,

KOHTPOIb SIKOCTi Ta

[03BiN HAa BMNYCK
cepii:
Mab'aHiubkuin
dhapmaLeBTU4HUN
3aBog lNonbga
AT., MNonblwa

MNanectuHa
/
Monblua

BHECEHHSI 3MiH A0 peecTpauivHnux marepianis: 3miHa
3asiBHMKa (BracHWKa peecTpauliiHoro MmocBigyeHHst) (3rigHo
Hakazy MO3 Big 23.07.2015 Ne 460): BeegeHHss 3MiH
NPOTAroM 6-TW MICALIB NiCNs 3aTBepaKEHHS.

3a
peuerinom

UA/10397/01/01

153.

MITYKAHT

TabneTku xyBarnbHi no 5
MF no 7 TabneTok y
6nicTepi; no 4 6nictepu
B KapTOHHI KopobLi

AT "Apamen
Papma”

MonbLia

BMPOOHMK in bulk,
NnepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SIKOCTi:
BAT dapmakepe,
ManectuHa;
BMPOBHMK in bulk,
nepBuHHe Ta
BTOPUHHE
naKkyBaHHs,
KOHTPOMb SKOCTi:
TOB Takena
dapma, MNonblua;
nepBMHHa Ta
BTOPWHHA
yraKkoBKa,

KOHTpOIb SKoCTi Ta

[03BiN HAa BUNYCK
cepii:

[anectuHa
/
Monblua

BHECEHHSI 3MIH A0 peecTpauivHnux Marepianis: 3MiHa
3asBHMKa (BracHWKa peecTpaliiHoOro MocBigyeHHs) (3rigHo
Hakazy MOG Big 23.07.2015 Ne 460): BeegeHHs 3MiH
NPOTAroM 6-TW MICALIB NiCNs 3aTBepaKEHHS.

3a
peyernmm

UA/10397/01/02
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
[Mab'aHiLbKun
dhapmaLeBTU4HUN
3aBog Nonbga
A.T., MNonbLia
154. | MUTYKAHT TabneTku xyBarnbHi no 5 AT "Anamen lMonbLa BMPOOHMK in bulk, [ManecTnHa | BHeCeHHA 3MiH A0 peecTpauivHiX marepianis: 3MiHu | Tuny - 3a UA/10397/01/02
Mr o 7 Tabnerok y dapma", nepBuHHE Ta / 3MiHu Wwono 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay. peuernnom
6nictepi; no 4 6nictepn Monblua BTOpPVHHE MonbLua BBegeHHsi abo 3MiHM A0 y3aranbHeHNX AaHuX Npo CUCTeMy
B KapTOHHIN KopobLi nakyBaHHs, dapmakoHarnsay (BBedeHHs! y3ararnbHEeHWX AaHuxX Mpo
KOHTPOIb SIKOCTi: cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BAT dapmakepe, BiANOBIAanNbHOI 3a 3AiicHeHHsT dpapmakoHarnsaay,
ManectuHa; KOHTaKTHOI 0cobu 3 chbapmakoHarnsay 3asBHuKa Ans
BMPOBHMK in bulk, 34iViCHEHHs bapmakoHarnsay B YKpaiHi, KL BoHa
nepeBuvHHe Ta BiAMiHHa Bif, YNOBHOBaXKeHOi 0COOMW, BifMOBiAANbHOI 3a
BTOPVHHE 30iNCHEHHA hapMmakoHarnsay (BKYaryy KOHTaKTHI AaHi)
nakyBaHHs1, Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
KOHTPOIMb SIKOCTi: dapmakoHarnagy) - 3MiHa KOHTaKTHUX OaHuX
TOB Takena VIOBHOBaXKEHOI  0COOM 3asBHUKA, BignoBiganbHOI 3a
dapma, MNonbLua; 34iVicHeHHs dbapmakoHarnagy. 3MiHa KOHTaKTHUX aHuX
nepBuHHa Ta KOHTaKTHOI ocobw, BianoBsiganbHOI 3a 34iCHEHHS
BTOpPWHHA dapmakoHarnsgy B YkpaiHi. 3amiHa Micus 34iMCHEeHHs
yrakoBka, OCHOBHOI AisNbHOCTi 3 hapmakoHarnsagy. 3amiHa
KOHTPOIb SIKOCTi Ta MiCLIe3Hax04KeHHA MacTep-danna cuctemm
[03BiN HAa BMNYCK bapmakoHarnsgy
cepii: Mab'aHiybkui
thapmaLeBTU4HUI
3aBop [Nonbda
A.T., Monbwa
155. | MUTYKAHT TabneTku, BKpUTI AT "Anamen MMonbLya BMPODHMK in bulk, [ManecTnHa | BHeECEeHHA 3MiH A0 peecTpauivHiX Marepianis: 3mMiHu | Tuny - 3a UA/10397/02/01
nniBKOBOIO 06 OMOHKOH, dapma” nepsuHHe Ta / 3MiHu WwWopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuernnom
no 10 mr no 7 tabnertok BTOpPWHHE Monbwa BeeneHHss abo 3MiHV 40 y3aranbHEHNX [aHMX MPO CUCTeMy
y 6nicTepi; no 4 nakyBaHHs1, dapmakoHarnagy (BBe4EHHS y3ararnbHEHUX AaHuX npo

6nicTepn B KapTOHHIN
Kopob Ui

KOHTPOIb SKOCTI:
BAT ®apmakepe,
ManecTtuHa;
BMPOBHMK in bulk,
nepeuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb SKOCTI:
TOB Takena
dapma, MNonbLua;
nepeBuvHHa Ta
BTOpPVHHA
yNaKoBKa,
KOHTPOIb SIKOCTi Ta
[03BiN HAa BMNYCK
cepii:
Ma6'aHiubkuin
thapmaLeBTU4HUI
3aBog [Nonbda

cucTemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuka Anst
34iiCHEHHs bapmakoHarnsay B YKpaiHi, K0 BoHa
BiAMiHHa Bif, yNOBHOBaXXeHOi 0cobW, BifnoBiganbHOI 3a
34iMiCHEHHA dbapmakoHarnsgy (BKIYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi macTep-canna cuctemm
dapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
JMIOBHOBa)XEHOI  0CODU 3asiBHWKa, BiAnoBiganbHoi 3a
34iVicHeHHs dpapmakoHarnsaay. 3MiHa KOHTaKTHUX OaHnX
KOHTaKTHOI ocobw, BianosiganbHOI 3a 3[iCHEHHS
dapmakoHarnsgy B YkpaiHi. 3amiHa Micus 34iCHEHHsT
OCHOBHOI AiSANbHOCTI 3 hapmakoHarnsay. 3amiHa
MiCLLE3HaxX04KEHHA MacTep-hainna cuctemm
dapmakoHarnsgy
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
A.T., lonbLwa
156. MINMYKAHT TabneTkun xyBanbHi Mo 4 AT "Anamen Monbla BMPOBHMK in bulk, ManectuHa BHECEHHS 3MiH [0 peecTpauiiHx marepianis: 3miHu | Tuny - 3a UA/10397/01/01
Mr o 7 Tabnertok y dapma” nepsuHHe Ta / 3MiHv WwWopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuernnom
6nictepi; no 4 6nictepn BTOPVHHE MonbLua BBeneHHst abo 3MiHM [0 y3aranbHEHUX AaHUX NPO CUCTEMY
B KapTOHHIN KopobLi nakyBaHHs1, dapmakoHarnagy (BBeAEHHS y3ararnbHEHUX AaHuX npo
KOHTPOIb SIKOCTI: cucteMy chapmakoHarnsiay, 3MiHa YrOBHOBaXeHOI ocobu,
BAT ®apmakepe, BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay;
ManecTuHa; KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa Anst
BMPOBHMK in bulk, 34iViCHEHHs bapmakoHarnsay B YKpaiHi, KO BoHa
nepBuHHe Ta BiAMiHHa Bif, yOBHOBaXkeHOi 0cobW, BifnoBiganbHOI 3a
BTOpPWHHE 30iNCHEHHA dbapmakoHarnsay (BKTYaouM KOHTaKTHI AaHi)
nakyBaHHs1, Ta/abo 3MiHM y po3milLieHHi macTep-charina cuctemm
KOHTPOIb SKOCTI: dapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHnX
TOB Takena JMIOBHOBa)XEHOI  0CODU 3asiBHWKa, BiAnoBiganbHoi 3a
Papma, MNonbLya; 3[iNCHEHHA dhapmakoHarnsay. 3MiHa KOHTaKTHUX AaHnX
nepsuvHHa Ta KOHTaKTHOI 0cobw, BianosiganbHOi 3a 3[4iCHEHHS
BTOPWHHA dapmakoHarnsagy B YkpaiHi. 3amiHa micus 34iACHeHHs
yrakoBka, OCHOBHOI AiSANbHOCTI 3 hapmakoHarnsgy. 3amiHa
KOHTPOIb SIKOCTi Ta MiCLLe3HaxX04KEHHA MacTep-ainna cuctemm
[03BiN HAa BMNYCK capmakoHarnsgy
cepii:
Mab'aHiubkuin
thapmaLeBTU4HUI
3aBog [Nonbda
AT., Monbwa
157. MITOTAKC® pO34vH ON4 iH eKyin, 6 O-p Peagi'c IHais O-p Pegai'c IHais BHECEHHS 3MiH [0 peecTpauivHix marepianis: 3miHv | Tuny - 3a UA/5173/01/01
mr/mn no5 mn (30 mr) JlaBopatopic TaGopatopic JItg 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peuernnom
abo 16,7 mn (100 mr), Iita (Brpob HuumiA BeenerHss abo 3MiHVM 40 y3aranbHEHNX [aHMX MpO cUcTeMy
abo 41,7 mn (250 mr) y Bigain - 7) dapmakoHarnagy (BBeQEHHS y3ararnbHEHUX AaHuX Mpo
cknsiHOMY dorakoHi, no 1 cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXKeHOI ocobu,
NaKoHy B KapTOHHIN BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsgy;
Kopob L KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa Ans
34iiCHEHHA dbapmakoHarnsay B YKpaiHi, kL0 BoHa
BiAMiHHa Bif, yNOBHOBaXkeHOi 0cobW, BifnoBiganbHOI 3a
34iMiCHEHHA dbapmakoHarnsgy (BKIYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi macTep-canna cuctemm
dapmakoHarnsay) - 3MiHa YroBHOBaXKEHOI 0COOU 3asiBHUKA,
BiANOBiAanbHOI 3a 34ificHeHHss dbapMakoHarnsagy: [jroya
penakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX AaHVX YNIOBHOBaXKEHOI
0cobu
158. MOHA®OKC Kpanni o4Hi, po3ymH Mo 5 AT "Apamen Monblwa MOBHUA LIMKN Mpeuis BHECEHHS 3MiH A0 peecTpauiviHnux Marepianis: 3miHa 3a UA/16906/01/01
Mr/Mnno5 mny dapma" BMPOBHUL TBa: 3asBHUKA (BnacHWKa peecTpauiiHoro nocBigyeHHs) (3rigHo peu,ernnom
dnakoHi, no 1 drakoHy damap AB.E. Hakazy MOS Big 23.07.2015 Ne 460)
Y KapTOHHiV Kopobui Animoc MNnaHr,
Ipeuisy;
BTOPUHHE
naKyBaHHsi,

KOHTPOTb i BUAMYCK
cepii:




y chrnakoHi 3
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159. MOHA®OKC Kpanni o4Hi, po3ymH Mo 5 AT "Apamen Monblwa MOBHUA LIMKN Mpeuis BHECEHHS 3MiH A0 peecTpauiiHix marepianis: 3miHu | Tuny - 3a UA/16906/01/01
Mr/Mnno5 mny dapma" BMPOBHUL TBa: 3MiHM Wwopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. peu,ernnom
dnakoHi, no 1 drakoHy damap AB.E. BeeneHHst abo 3MiHV 40 y3ararnbHEHUX [aHuX Mpo cucTemy
Y KapTOHHi Kopobui Animoc MNnakr, dapmakoHarnsay (BBedeHHs! y3ararnbHEeHWX AaHuxX Mpo
peunis; cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BTOPVHHE BiANOBIAanNbHOI 3a 3AiicHeHHsT dpapmakoHarnsaay,
naKyBaHHS], KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa Ans
KOHTPONb i BUMYCK 30iNCHEHHs dhapmakoHarnsay B YKpaiHi, SKLLO BoHa
cepii: BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
dapmareH C.A, 3JiNCHEHHA hapMmakoHarnsay (BKYaryy KOHTaKTHI AaHi)
Mpeuis Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHUX AaHnX
JIIOBHOB&XXEHOI  0cobW 3asBHVKaA, BiAMNoBiAanbHOI 3a
34iVicHeHHs dhapmakoHarnagy. 3MiHa KOHTaKTHUX OaHuX
KOHTaKTHOI ocobw, BianoBsiganbHOI 3a 34iCHEHHS
dapmakoHarnsgy B YkpaiHi. 3amiHa Micus 34iNCHEeHHs
OCHOBHOI AifNbHOCTi 3 (hapmakoHarnsagy. 3amiHa
MiCLie3Haxo4KeHHA MacTep-danna cuctemum
apmakoHarnsgy
160. | MYKAIITTUH® MOPOLLIOK (CYOCTaHUifA) y MAT YKpaiHa AT "Tannidapm” YkpaiHa BHECEHHA 3MiH 0 peecTpaLinHuX Marepianis: - UA/10042/01/01
nakerax "Fanuucpapm” 3MiHM | Tuny - BHeceHHa 3MiH o p. 3.2.5.6 Cuctema
nonieTuneHoBnx Ans KOHT e/iHep/3aKyroptoBanbHuiA - 3aci6. [ponoHoBaHa
BMPOBHML TBA pefakLis: cepito YNakoByOTb Y Kiflbka nanepoBux MiLlKiB. Y
HECTepUrbHMNX KOXEH ManepoBU MiLLOK BKNadaoTb He Binblue Hix no 10 kr
nikapcbkux popm cybcTaHuii y 3-x nonieTuneHoBux naketax. Ha koxeH
narnepoBUN MiLLOK HaKMeoThb ETUKETKY
161. | MYJNIbTUTPUN | kpanni HasanbHi, po3unH | Oenbta Megiken LLsenuapis K.O. biodapm C.A. PymyHis BHECEHHS 3MIH [0 PeECTpaLivHuX marepianis: be3 UA/15882/01/01
HA3AIb 0,05% no 10 mny MpomoywHa Al BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: peuernma
NaKoHi 3 Has3anbHUM 3miHu | Tuny - noganHs oHoBneHoro CepTudikary
annikaropom, no 1 BianoBigHOCTI €Bponevicbkin chapmakonei R1-CEP 2006-
dnaKoHy B KapTOHHIN 286-Rev 01 Big Bxe 3arBepaxeHoro BupobHuka Ans AdI
yr1aKkoBLi KCUNOMETa3oniHy riapoxnopuay BHacniAoK 3MiHW Ha3Bu
BMpPOD HMKa
162. | MYJIBTUTPUN | kpanni HasanbHi, po3unH | denbta Megiken LLsenapis K.O. biodhapm C.A. PymyHis BHECEHHS1 3MIH [0 PEECTPaLiiHUX MaTepianiB: be3 UA/15882/01/02
HA3AIb 0,1% no 10 mny MpomoywHa Al 3minu | Tuny - nogaHHs oHoBneHoro Ceptudikary peuyerima
NaKoHi 3 HazanbHUM BianoBigHoCcTI €Bponeiicbkin chapmakonei R1-CEP 2006-
annikaropom, no 1 286-Rev 01 Big Bxe 3arBepaxeHoro BupobHuka anst AdD|
NaKoHy B KapTOHHIN KCUNOMeTa30MiHy rigpoxnopuagy BHacMiAoK 3MiHW Ha3Bu
yNaKoBLi BMPOOHVKa
163. | MYNbTUIPUN | cnpeit HasanbHR, Oenbta Megiken LLisenuapis K.O. Biogapm C.A. PymyHis BHECEHHSI 3MiH 40 PEECTpaLiiHUX Marepianis: be3 UA/15756/01/01
HA3AIb po3umH 0,05 % no 10 mn MpomoywHs Al 3MiHun | TUNy - nogaHHa oHoBneHoro CepTudikary peuenma
y donakoHi 3 BignoBsigHOCTI €Bponevicbkin capmakonei R1-CEP 2006-
posnuntoBadeMm Mo 1 286-Rev 01 Big Bxe 3aTBepaxeHoro BupobHuka ans AdD|
naKkoHy B KapTOHHIN KCWUNOMETa30MiHy rigpoxnopuay BHACMiAOK 3MiHW Ha3BU
Kopob Ui BMPOBHMKA
164. | MYNIbTUTPUIN | cnpevt HazanbHAW, Henbta Megiken LLseviapist K.O. biodapm C.A. PymyHis BHECEHHA 3MiH 4O peecTpaLinHuX Marepianis: bes UA/15756/01/02
HA3AIb po3unH 0,1 % o 10 mn MpomoywHz Al 3MiHM | TUny - nogaHHa oHosrneHoro CepTudikary peuenima




57

I1p onoBskeHHs noaarka 3

Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
po3nuntoBadem no 1 286-Rev 01 Big BXe 3aTBepaKeHoro BupobHuka Ans AdI
naKkoHy B KapTOHHIN KCUINOMETa30MiHy rigpoxnopuay BHACMiAOK 3MiHW Ha3BW
Kopobui BMPOBHMKA
165. | MYJIbTUTPUIN | cnpev HazanbHWW, Henbta Megiken LLsevuapis K.O. biodapm C.A. PymyHig BHECEHHA 3MiH O peecTpaLinHuX Marepianis: be3 UA/15720/01/01
HA3AJIIb ®ITO | posunH 0,1%; no 10 mn MpomoywHz Al 3MiHM | TUny - nogaHHa oHosrneHoro CepTudikary peuenma
y donakoHi 3 BianoBigHOCTI €Bponevicbkin chapmakonei R1-CEP 2006-
posnuntoBademM; no 1 286-Rev 01 Big Bxe 3arBepaxeHoro BupobHuka Ans AdI
dnaKoHy B KapTOHHIN KCUNOMEeTa3oniHy riapoxnopuay BHacMiAoK 3MiHW Ha3Bu
Kopobui BMPOB HUKA
166. | MYTA®PJIOP Karncynm Apaeiidapm HimeuumHa Appevipapm Mm6X HimeyuynHa | BHeceHHst 3MiH 40 peecTpauiiHnx matepianis: 3minu | Tuny - 3a UA/10280/01/01
racTpope3nCT eHTHi eX 3MiHu Wwono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. peuernom
TBepai; BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
no 10 kancyn y 6nicTepi; dapmakoHarnaay (BBEOEHHS Y3ararnbHEHUX AaHWX Mpo
no 2 6nictepny cucTeMy hapmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
KapTOHHI KopoOui BiANOBiganbHOI 3a 34iMCHEHHA hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
30iViCHEHHs (bapmakoHarnsay B YKpaiHi, K0 BoHa
BiMiHHa Bif yNOBHOBaxkeHOI 0co6M, BifgnoBiganbHOI 3a
37iNCHEHHA hapmakoHarnsay (BKYarym KOHTaKTHI fAaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-danna cuctemm
dapmakoHarnsgy) 3miHa KOHTaKTHOI 0COOW YNIOBHOBaXKEHOI
ocobu 3asiBHUKA, BiANoBiganbHOI 3a hapmakoHarnsig B
YkpaiHi. itova pegakuis: LWatposa Hatanis MuxainisHa.
MponoHoBaHa pepakuis: TpeT'sk Jlapyca BaneHTuHiBHa.
3MiHa KOHTaKTHUX [aHUX KOHTaKTHOI 0coBM YNOBHOBAXEH Of
0ocobu 3asBHVKA, BiAMOBIAanbHOI 3a hapmakoHarnsg B
YKpaiHi.
167. HAU3® Tabnetku no 100 mr no O-p Peagpi'c IHais O-p Pepai'c IHgis BHECEHHS 3MiH [0 peecTpauiiHx marepianis: 3miHu | Tuny - 3a UA/3458/02/01
10 Tabnetok y 6nicTepi; Jabopatopic Jlabopatopic Jlta, 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta papmakoHarnsay. peuernnom
no 2 6nicrepu B nro BupobHuia BBeneHHst abo 3MiHM [0 y3aranbHEHUX AaHUX NPO CUCTEMY
KapTOHHI KopoOui ainbHuus - 11, IHais; dapmakoHarnaay (BBEAEHHS y3ararnbHEHUX AaHWX Mpo
O-p Peppi'c cucTeMy chapmakoHarnsiay, 3MiHa YOBHOBaXeHOI ocobu,
Jlaboparopic Tg BigNOBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay;
(BupobHuya KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuka Anst
AinbHuus - V1), 34iiCHEHHs bapmakoHarnsay B YKpaiHi, K0 BoHa
IHois BiAMiHHa Bif yNOBHOBakeHOi 0cobu, BifnoBiganbHoI 3a
30iNCHEHHA bapmakoHarnsay (BKYaouM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-chana cuctemm
dapmakoHarnsay) - 3MiHa YNoBHOBaXKEHOI 0CObU 3asiBHUKA,
BiAnoBifanbHOI 3a 34iNcHeHHs dapmakoHarnsagy: fitova
pegakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX AaHWX YOBHOBaXKEHOI
0cobu.
168. HAU3UTIAT Tabnetku, BKpuTi O-p Pengi'c IHais O-p Pegai'c IHois BHECEHHS 3MiH A0 peecTpauiiHix marepianis: 3miHu | Tuny - 3a UA/12159/01/01
NriBKOBOIO 00OMOHKO0, Jlabopatopic JlaGopartopic JTa, 3MiHu Wwono 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay. peuernnom
no 600 mrno 10 nro BupobHuya BBegeHHsi abo 3MiHM A0 y3aranbHEHNX AaHuX Npo CUCTeMy
Tabnetok y 6nicTepi; no ainbrnusa — |l dapmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo

1 6rnicTepy B KapTOHHIN
Kopobui

cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHOI 3a 34iNCHEHHA dbapMakoHarnsaay,
KOHTaKTHOI 0cObV 3 hapmakoHarnsay 3asBHuKa Ans




rento y Tyoi, no 1 T1yoi 'y
KapTOHHI KOpobLii

KOHTelHep/3akynoptoBanbHuiA  3aci6. 3miHa popmu abo
PO3Mipy KOHTEMHEPA YW 3aKYMOPHOBaArbHOTO 3acoby
(NepBUHHOI  ynakoBKM) (HecTepunbHi Nikapcbki 3acobu) -
3MiHa po3mipy Tyow, a came: 3MiHa popMu 3arBopa Ha
antoMmiHieBin TpyoUi nakyBaHHs J13, y 3B's3Ky 3 onTMMi3aLieto
nakyBaHHA Ta OTpYMaHa HoBa 3pyd4Ha CUCTeMa [103yBaHHs.
BBegeHHst 3MiH NpOTSIromM 6-TW MicsILiB NiCNs 3aTBEPAKEHHS.
3miHm | Tuny: 3minu 3 AkocTi. FoToBWiA nikapcbkuin 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napametpis
cneyudikaliv Ta/abo AONMYCTUMMX MEX roTOBOro
nikapcbkoro 3acoby (4OnoBHEHHA creumdikallii HoBUM
MOKa3HWKOM 3 BiAMOBIAHNM METOAOM BUMPODYBaHHS) -
nonoBHeHHs cneumndikauii M3 nokagHukom «ycTuHay.
3miHn | Tuny: 3minu 3 skocTi. FoToBWiA nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneyudikaui Ta/abo AONYCTUMMX MEX rOTOBOro
niKapcbkoro 3acoby (3BY)KEHHS AOMyCTUMUX MEX) -
3BYWEHHs MeX Y creuudpikaLlii Ha TepMiH NpuaaTHOCTI 3a
nokasHukoM "KinbkicHe BU3HaYeHHs coni AvkrodeHaky
AietTunamorito”. 3minn | Tuny: 3minm 3 skocTi. F'oToBun
nikapcbkui 3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby.
3MiHa napametpiB creyudikauin Ta/abo 4onycTUMUX Mex
rOTOBOrO MiKapCbKOro 3acoby (BWMY4eHHs HE3HaYHOro
nokasHvKa (Hanpuknag 3acTapinoro NokasHwka, Takoro sk
3anax Tacmak, abo igeHTudikauis 6apBHUKIB UM CMaKOBKX
[obaBok)) - BUNyMeHHs 3i cneuudikauii 13 nokasHukis
«Maca HanoBHeHHs», «laeHTudikauis HaTpis cynbdita
6e3BogHoro» Ta «KinbkicHe BU3Ha4YeHHs HaTpis cyrbdiTa
6e3BogHoro». 3minm | Tuny. 3miHn 3 sikocTi. Ceprudikar
BignoBigHocTi/IE-cepTudikar BignoBigHOCTI €BponenchKin
dapmakonei/MmoHorpadpii. 3MiHW, NoB'sidaHi 3 HEOOXAHICTIO
npuBeOEHHs1 Yy BiAMNOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi  hapmakonei, abo iHLOI HaLioHan bHOI
dapmakonei gepxasn €C (3miHay cneumdikaulisx,
nos'sizaHa 3i amiHamu B PV, abo €Bponeiickkin
dapmakoriei, abo iHWin HauioHanbHIN dapmakonei Aepxasn
€C) - npuBefeHHa BUMOr crieludikalii Ta MeTodiB
KOHTPOIIO AOMOMiXKHUX pevoBuH Kapbomep Ta Cnvpty
i3onponifioBoro y BiANOBIAHICTbL 40 MoHorpadii EP. 3MiHu |
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30IUCHEHHA bapMakoHarnsay B YKpalHi, SKLL0 BOHa
BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
30iNCHEHHA hapMakoHarnsay (BKYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
(hapmakoHarnsigy) - 3amiHa yrioBHOBaXKeHOI 0cobu 3asiBHUKA,
BignoBiganbHOI 3a 3AicHeHHa dhapmakoHarnsagy. Hitova
penakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX [aHVX YIIOBHOBEKEHOI
ocobu.
169. | HAKITO®EH renb, 10 mr/r,no 60 r KPKA, o.4o., CnoBeHis KPKA, g.g., Hoeo CnoBeHis BHECEHHA 3MiH [0 peecTpauinHux Marepianis: 3MiHv | Tuny: be3 UA/3480/05/01
rento y Tyoi, no 120 r Hoso mecTo MECTOo 3miHn 3 skocTi. [oToBMIN nikapcbkui 3aci6. Cuctema peuerima
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TvNy. 3MiHU 3 SKOCTI. [OTOBWMA MiKapCbKun 3acio.
CrtabinbHicTb. 3MiHa y TepMmiHax npugatHocTi abo ymosax
36epiraHHa roToBOro Nikapcbkoro 3acoby (3miHa B ymoBax

36epiraHHa roToBOro nikapcbkoro 3acoby abo nicns
PO34MHEHHS/BIAHOBNEHHS) - [puBeneHHs yMoB 36epiraHHs
M3 po opuriHanbHAX OOKYMEHTIB BMPODHMKA, a came:
3MeHLLUeHHst TemnepaTypy 36epiraHHs 13 3 30 °C go 25 °C.
BBeneHHs 3MiH NpoTArom 6-Tu MicsLiB MiCNs 3aTBEPAXKEHHS.
3MiHn | Tvny. 3miHu 3 sikocTi. FoToBWMA nikapcbkuin 3aci6.
CTtabinbHicTb. 3MiHa y TepMmiHax npupgarHocTi abo ymoBax
36epiraHHa roToBOro NikapCcbkoro 3acoby (3MeHLLEHHS!
TEpPMiHy NPUAAaTHOCTI roTOBOro fikapcbkoro 3acoby) - Ans
TOProBOi YNaKOBKW - 3MEHLIEHHs1 TepMiHy 36epiranHs 113 3
4 pokiB [0 2 poKiB. BBeAeHHs 3MiH NpoTarom 6-Tu micauis
nicns saTBepaXeHHs. 3arBepakeHo: TepMiH npupartHocTi: 4
poku 3anpornoHoBaHo: TepmiH npugaTtHocTi. 2 poku. Micnsa
nepLioro BigKpuTTS: 12 micauis. 3MiHu | Tuny: 3MiHmn 3
skocTi. loToBwi nikapcbkuin 3acio. Cuctema
KOHTeMHep/3aKynoptoBanbHuiA - 3aci6. 3miHa po3mipy
YNaKoBKM FOTOBOrO Nikapcbkoro 3acoby (3miHa macu/ob'emy
BMICTY KOHTelMHepa ©ararofo30BOro nikapcbkoro 3acoby
ONS HenapeHTepanbHOro  3acTocyBaHHsA (abo
O[HOO030BOr0, YaCTKOBOrO BUKOPUCTaHHA)) - BBEAEHHS
[00aTKOBOro nakyBaHHs rento «no 120 r». BBegeHHs 3MiH
npotsrom 6-Tu MicauiB nicns 3aTBepaXeHHs. 3miHn | Tuny:
3MiHu 3 sikocTi. [oToBUA nikapcbkum 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHay meTogax
BMMNPOOYBaHHS TOTOBOrO fiKapcbKoro 3acody (iHwWi 3MiHM Y
mMeTtoaax BunpobyBaHb (BKMoYaroum 3amiHy abo
[OMOBHEHHS1)) - 3MiHa B meTogax koHTporto [T13 Ha BinbLu
CydacHi MeToau aHanidy 3a nokasHukamn «lgeHtudpikauis
auvknodeHakay, «KinbKicHe BU3HaYeHH Coni AMKNodeHaky
aveTunamMotitoy, «CynytHi gomilkuy (3amiHa meTtogy TLLUX
Ha BEPX) Ta «MBY», y 3B’3Ky 3 npvBegeHHIM [0
opuvriHanbHOi AOKyMeHTaLii BUpoOHMKa.
3miHm | Tuny: 3minu 3 AkocTi. FoToBWMiA nikapcbkuin 3aci6.
3MiHn y BUpOBHULTBI. 3MiHM Yy Mpoueci BUpoOHUL TBa
rOTOBOrO MiKapCbKOro 3acoby, BKITHOYa0uM MPOMidKHUIA
NPOAYKT, LLLO 3aCTOCOBYETLCHA MpU BUPOOHWLTBI rOTOBOrO
nikapcbkoro 3acoby (iHLi 3MiHu)
— HesHauHi 3miHM y npoueci BUpOOHMLTBA, Y 3B'SI3KY 3i
3MiHOK cKnagy Ta onTumisauieto BUPOBHUHOro MpoLecy.
KpuTunuHi ctagii BUpobHMUTBA 3anuwaloTbC HE3MiHHUM .
3MmiHn | Tuny: 3minu 3 skocTi. FoToBWA nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napameTpis
cneyudikauiv Ta/abo JONYCTUMMX MEX roTOBOro
nikapcbkoro 3acoby (iHwwi 3MiHun) - 3MiHM o cneyundikawii
M3 3anokasHukom "Onuc", y 3B’A3KY 3i 3miHoto cknagy M13.
3minm Il Tuny. 3Mminm 3 skocTi. MoToBUM nikapcbkui 3aci6.

KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa napametpis
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

cneyudikaliv Ta/abo JONYCTUMMX MEX roTOBOro
nikapcbkoro 3acoby (3MiHa 3HaxoAuTbCA no3a
3aTBepaXeHVMM AOMYCTUMUMU Mexamu cneludikauii) -
po3LUMpeEHHs Mex crieludikauii 13 3a nokasHukom «pH», y
3B'A3KY 3i 3miHoto cknagy M3 (36inblUeHHs KinbKocTi
aietvnaminy). 3minm Il Tuny. 3minm 3 skocTi. MoToBUN
nikapcbkuii 3aci6. Onvc Ta cknag. 3miHa y cknagi
(BOMOMIDKHMX PEeYOBMHAX) TOTOBOrO JiKapCbKOro 3acoby
(iHWi AOMOMIXHiI pevoBUHM) - AKiCHI ab 0o KinbKiCHI 3MiHU
LLLOA0 OfHIET ab0 AEeKiNbKOX JOMOMDKHAX PEYOBUH, SKi
MOXYTb 3HaYHO BNMHYTU Ha 6e3neky, sKicTb abo
edheKTUBHICTb FOTOBOrO Nikapcbkoro 3acoby - 3MiHa cknagy
[OMOMiDKHMX peyoBuH B [T13: - BUNYdeHHsT [,0MOM iDKHOI
pevoBuHM Harpito cynbdiT 6e3BogHuii (E 221); - 36inbLieHa
KinbKiCTb AOMOMXHOI peyosuHy [uetaHonamiH 3 5,00 mr go
9,00 mr. BBeaeHHs 3MiH NpoTarom 6-Tu micauis nicna
3arBepaxeHHsa. 3minu Il Tuny: 3minm 3 akocTi. ADI.
BupobHMLTBO. 3MiHa BUPOGHMKA BWXAHOMO/MPOMiXKHOrO
MPOOYKTY/PeareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOGHUHOMY
npoueci A®l, abo 3miHa BUpobHVKa (BKtoYatoun, ae
HeobXHO, MicLe npoBeneHHs KOHTporto skocTi) ADI (3a
BiCYTHOCTI cepTudpikaTa BiANOBIAHOCTI €BpoNenchbKin
hapmakoriei y 3aTBepaXeHOMy [A0Cbe)(BBEOEHHS HOBOrO
BMpobHMKa A®Pl 3 HagaHHAM macTep-danna Ha AdI)-
BeeneHHs HoBoro BupoGHuka APl OLON S.p.a., Itanis, 3
HagaHHAM MacTep-daviny. BeeneHHs 3MiH npotsarom 6-tu
MicsLiB NicNs 3aTBEPAXKEHHS.

170.

HEKCIYM

MopoLok Ans po3unHy
Ans iH'ekuiv Ta iHdysin
no 40 mr; 10 cdonakoHis 3
MOPOLLKOM Y KapTOHHIl
Kopobui

ACTPA3EHEKA
Ab

LLBewis

AcTtpa3eHeka Ab

LBewis

BHECEHHA 3MiH 4O peecTpaLiiHux Marepiarnis:
3MiHM | Tuny - 3miHa HaiMeHyBaHHst Ta/abo agpecu Micus
MPOBaAKEHHA AiANbHOCTI BUPODHMKA (BKIHOYaoun, 3a
HeobXAHOCTI, MicLie NpoBedeHHsT KOHTPOMIO siKOCTi), abo
BracHuka macrtep-gaina Ha A®l, abo noctayanbHuka
Adl/Bn¥igHOro martepiany/peareHTy/MpoMixkHOro NPOQYKTY,
LL{O 3aCTOCOBYIOTLCS Y BUPOOHMLTBI AP| - 3MiHa Ha3BK Ta
anpecy BupobHrka APl esomenpasony Hatpito;
3MiHM | TUNy - BUNYMEHHS BMPOGHWYOI  AinNbHULI (BKMOYaun
ainbHnui ans A®l, npoMixHOro NpogykTy abo roroBoro
nikapcekoro 3acoby, AiNbHULI ANS NPOBEAEHHA NaKyBaHHS,
BMPOOHMKA, BignoBiganbHOrO 3a BUMYCK Cepid, Micle
NPOBEAEHHS KOHTPOMIo cepii) abo nocTayanbHka BuX4HOMO
marepiany, peareHty abo [OMOMiXHOI Pe4YOBUHU -
BUNMYMEHHA BMpOOHWYOI AinbHUUI AstraZeneca AB,
Sodertalje, LLseuis ansa supobHnuTBa APl e3omenpasony
HaT pito

3a
peuernmom

UA/2534/01/01

171.

HOBIFAH®

TabneTku, BKpuTI
MniBKoOBOO 0BOMOHKO
no 10 Tabnerok y
6nicTepi; no 16nicTepy
B KapTOHHI KopobLi

O-p Penpi'c
Jabopatopic
nTo

IHaia

Op. Peapi'c
Taboparopic JiTg
(BnpobHuya
AinbHnusa -VI)

IHois

BHECEHHA 3MiH [0 peecTpauiHux Marepianis: 3MiHu | Tuny -
3MiHu Wwopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay.
BeeneHHss abo 3MiHV 40 y3aranbHEHNX [aHMX MPO CUCTeEMY
hapmakoHarnsay (BBeOeHHs y3ararnbHeHUX AaHux Mnpo
cuctemy dapmakoHarnsgy, 3miHa YoBHOBaXEHOI 0cobw,
BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsagy;

be3
peyernma

UA/5127/01/01
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I1p onoBskeHHs noaarka 3

Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

KOHTaKTHOI 0COOM 3 chapmakoHarnsay 3asBHuKa Ansi
30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKL0 BOHa
BiAMiHHa Bif yNOBHOBaXkeHOi 0cobW, BifnoBiganbHoI 3a
3iNCHEHHA bapMakoHarnsay (BKITYaryy KOHTaKTHI [AaHi)
Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemmu
dapmakoHarnsay) - 3MiHa YroBHOBaXKEHOI 0CObU 3asiBHUKA,
BignoBsiganbHoi 3a 34incHeHHs dapmakoHarnsagy: Hitova
pegakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX AaHWX YIOBHOBaKEHOI
ocobu.

172.

HOBOKAIH

po3uvH Ans iH'ekuin, 5
Mr/mn no5 mn B amnyni,
no 5 amnyn y KOHTYPHI
YapyHKOBIW YNakoBLi, Mo
2 KOHTYPHI YapyHKOBI
V1aKOBKM B Mayyi

MAT
"Tanuucapm”

YkpaiHa

AT "Tannadapm”

YkpaiHa

BHECEHHA 3MiH 40 peecTpaLiiHuX Marepiarnis:
3Minm Il Tvny - BBeAEeHHsI anbTepHaTuBHOrO BUpoGHUKa ADI
(npokaiHy rigpoxnopuay)

3a
peuernmom

UA/5126/01/01

173.

HOBO-MNACUT

PO3YMH OparbHWKA, MO
100 mMn ydnakoHi; no 1
O NaKoHy 3 MipHUM
KOBMaykoM B kopobLi; o
5 mn ycawe; no 30
calle B KOpobLUi

Tesa
dapmauesTikan
IHoacTpi3 JTa.

I3painb

TeBa Yex IHoacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHA 3MiH [0 peecTpauinHux Marepianis: 3Minm | Tuny -
3MmiHu 3 sikocTi. CepTudpikar signosigHocTi/lE-cepTudpikar
BiNOBIAHOCTI €BponenchbKin apmakonei/MoHorpadii.
MogaHHs HoBOro abo OHOBMEHOro ceprTudikara
BiAnoBiAHOCTi abo BUNydeHHst cepTudpikaTa BignoBigHoOCTI
€sponevicbkinn papmakonei: ans A®l; ansa BuxigHoro
Martepiany/peareHTy/NpOMiXKHOr 0  MPOAYKTY, LLO
BMKOPUCTOBYIOTLCA Y BUPOOHULTBI ADI; Ans A0MNOMiXHOI
pevoBUHM (cepTudikar BiAMNoBigHOCTI €Bponenchbkii
apmakonei) - OHoBreHW cepTudikar Bif yxe
3aTBepaXeHoro BUMpobHWKa
lMogaHHa oHoBNEHoro cepTudikary BifgMoOBIAHOCTI
€sponevicbkoi dapmakonei Ne R1-CEP 2002-194-Rev 03
Bifl BXe 3aTBepaXeHoro BupobHuka AP BandeHe3nHy
Zhejiang Haizhou Pharmaceutical Co., LTD., Kutawn
(3aTBepokeHnn cepTudikar BigMoBiAHOCTI €BPONENCbKOi
dapmakonei Ne R1-CEP 2002-194-Rev 02). 3minn | Tuny -
3MmiHm 3 sikocTi. CepTudpikar BignosigHocTi/lE-cepTudpikar
BigNOBIAHOCTI €BponenchbKin dapmakonei/MoHorpadii.
MopaHHs HoBoro abo OHOBREHOro ceprtudikara
BiANoBiAHOCTI abo BunNydeHHs1 cepTtudpikara BianoBigHOCTI
€Bponericbkin hapmakonei: ans A®I; ansa BuxigHoro
Marepiany/peareHTy/MPOMIXKHOr O MPOOYKTY, LLO
BMKOPUCTOBYIOTLCSA Yy BUMPOOHMUTBI ADI; Ans AonomixKHOI
peyoBUHM (cepTudikar BigMnoBiAHOCTI €BpONenchKin
hapmakonei) - OHoBReHW cepTudikar Bif yxe
3aTBepaXeHoro BUMpoOHUKa - MogaHHst OHOBMEHOro
cepTudikary BignosigHoCTi €Bponericbkoi dapmakonei Ne
R1-CEP 1999-088-Rev 05 Bif BXe 3aTBepOXeHoro
BUpoGHMKa ADI BalipeHesnHy Synthokem Labs Private
Limited, IHgia (3aTBepokeHnin cepTuddikar BiANOBIAHOCTI
€sponericbkoi apmakonei Ne R1-CEP 1999-088-Rev 04).

be3
peyernma

UA/9976/01/01

174.

HOBO-MACUT

TabneTku, BKpUTI
obornoHko, no 10

TOB "TeBa
YkpaiHa"

YKpaiHa

Tesa Yex IHoacTpi3
C.p.0.

Yecbka
Pecnybnika

BHECEHHA 3MIiH [0 peecTpaLinHux Marepianis: 3MiHm | Tuny -
3miHu 3 sikocTi. Ceprudpikar BignosigHocTi/l'E-cepTtudikar

be3
peyernnma

UA/1830/02/01




62

I1p onoBskeHHs noaarka 3

Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

Tabnetok y bnicTtepi; no
1 abono 3 6nictepn B
Kopobui

BIJNOBIAHOCTI €BpONENncHKiN dapmakonei/MoHorpadii.
MopaHHst HoBOro abo OHOBMEHOro ceprudikara
BiAnoBigHOCTi abo BUNydeHHst cepTudpikaTa BignoBigHoOCTI
€Bponericbkin hapmakonei: anst A®I; ansa BuxigHoro
Martepiany/peareHTy/NPOMIXHOr 0 MPOOYKTY, LLO
BUKOPUCTOBYIOTLCSA Yy BMPOOHUUTBI API; Ans AonomibKHOI
peyoBuHN (cepTudikar BigMNoBiAHOCTI €BponenchKin
hapmakonei) - OHoBreHWA cepTudikar Bif yxe
3aTBEepAXEHOro BUMPODHUKA
MogaHHsa oHoBrneHoro cepTudikaTy BiAMNOBIAHOCTI
€sponevicbkoi apmakonei Ne R1-CEP 2002-194-Rev 03
Bifl BXe 3aTBepaeHoro BupobHuka AP BandeHe3nHy
Zhejiang Haizhou Pharmaceutical Co., LTD., Kutawn
(3aTBepodkeHnin cepTuddikar BiANOBIAHOCTI €BponencbKoi
dapmakonei Ne R1-CEP 2002-194-Rev 02). 3minu | Tuny -
3MiHu 3 sikocTi. CepTudpikar BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI €BponericbKin dapmakonei/moHorpadii.
MopaHHs HoBoro abo oHOBrEeHoro cepTudpikara
BiANOBIiAHOCTI abo BUNydeHHs1 cepTudpikara BianoBigHOCTI
€sponericbkinn papmakonei: ans A®l; ansa sBuxigHoro
Marepiany/peareHTy/NpOMiXKHOr 0  MPOAYKTY, LLIO
BUKOPUCTOBYIOTLCA Y BUPOOHUUTBI ADI; Ans AonomixkHOI
peyoBUHM (cepTudikar BignoBiAHOCTI €BpoNenchKin
dapmakonei) - OHoBNeHu cepTudikar Big yxe
3arBepaXeHoro BupobHWKa - MNofgaHHs OHOBMEHOro
cepTudikary BigNoBigHOCTI €Bponericbkoi apmakonei Ne
R1-CEP 1999-088-Rev 05 Bif BXe 3aTBepaXeHoro
BMpobHuKka A®PI BavipeHesnHy Synthokem Labs Private
Limited, IHgis (3aTBepmxeHuin cepTudikat BifnoBigHOCTI
€pponevicbkoi dapmakonei Ne R1-CEP 1999-088-Rev 04).

175.

HOKCA®IN®

cycrieHsisi opanbHa, 40
mr/mn; no 105 mny
dnakoHi; no 1 drakoHy
3 MipHOIO JTOXEYKO Y
KapTOHHI kopobui

LWepinr-MNnay
CeHtpan lct Al

LLsenuapis

BMPOG HYK
Hepo3dhacoBaHoi
npoAKUiT,
nepBuHHE
naKyBaHHs!:
[MaTeoH IHk.,
KaHapa;
BTOPUHHE
naKkyBaHHsi, BUMyCK
cepii:
CEHEKCIHSC -
EPYBINb CEHT
KNEP, ®paHuis;
LepiHr-Mnay Na6o
H.B., benbris

KaHapa/
PpaHuis/
Benbris

BHECEHHS 3MiH A0 peecTpauiHix marepianis: 3miHu | Tuny -
3MiHu Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay.
BeeneHHsi abo 3MiHM 4O y3aranbHeHUX [AaHvX npo cucTemy
dapmakoHarnsany (BBedeHHs y3ararnbHEeHVUX AaHuX Mpo
cucteMy hapmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
BiANOBIAanNbHOI 3a 3AiicCHeHHsT dpapmakoHarnsaay,
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ansi
30iNCHEHHa dhapmakoHarnsay B YKpaiHi, SKLLO BOHa
BigMiHHa Bif YNIOBHOBaXX€HOI 0cobu, BignosiganbHoi 3a
3JiNCHEHHA bapmakoHarnsay (BKYarym KOHTaKTHI fAaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
hapmakoHarnsigy) - 3mMmiHa y po3MilleHHi MancTep-dainy
cucteMn cbapmakoHarnagy 3asBHUKA; YTOYHEHHS Micus
NpoBEAEHHA OCHOBHOI AisNbHOCTI KOMMNaHii 3
dapmakoHarnsgy.

3a
peyernmm

UA/9269/01/01

176.

HOOTPOIMIN

pO34MH An4 iH ekuin, 200
Mr/Mn no 5 mn B amnyni;
no 6 amnyn y 6nicrepi;
no 2 6nictepu y nayui

HOCb ®apma
CA.

benbris

Encika
dapmacbloTukan3a
C.PN

ITania

BHECEHHA 3MiH O peecTpaLinHuX Marepianis:
3MiHM | TUny - BBEAEHHS [04aTKOBOI BUPOGHMYOI O yHKLLiT
«BunpobyBaHHA KOHTPOIIO SIKOCTi» 10 BXe 3aTBepAXEHO!

«BvpobHMLTBO» AN 3arBepaXeHoro BupobHvka AdI

3a
peuerinom

UA/0054/01/01




63 I1p onoBskeHHs noaarka 3
Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
KapTOHHIK; no 15 mn B nipauetamy Hikal Ltd, India Ha CTapii Ne 2 «CuHTes
amnyni; no 4 amnynu 'y nipaweramy»
6nicTepi; no 16nicTepy
y nayui KapToHHIN
177. | HOP®IIOKCALl | Tabnetku, BKpuTi ToBapuCTBO 3 Ykpai Ha BCI cTagil YkpaiHa BHECEHHA 3MiH A0 peecTpauivHnx matepianis: 3MiHu | Tuny - 3a UA/3948/01/01
WH-30OPOB'A | nniBkoBOlO 06OMOHKO0, 06 M exeHo BMPOBHML TBA, AnMiHicTpaTtvBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo peuernnom
no 400 mrno 10 BiANOBiganbHiCT KOHTPOIb SIKOCTI, agpecu 3asiBHMKA (BacHWKa PEeecTpaLiiHoro nocBigyveHHs)
Tabnetok y 6nicTepi; no 10 BUMYCK Cepii: 3MiHa agpecu 3asiBHMKa (BnacHuKa peecTpalliiHoro
1 6nicTepyy KapTOHHIn "®Papmau eBTU4H ToBapucTBO 3 noceigyeHHs)) BeegeHHss 3MiH npoTsarom 6-Tu micsuiB nicns
Kopobui a KoMnaHis 06 M exeHo 3arBepaXeHHs. 3Minu | Tuny - AgmiHicTpaTvBHi 3mMiHW. 3MmiHa
"3popos'a" BiAMOBIAaNbHICTIO HanMeHyBaHHS Ta/abo agpecu MicL s NPoBadKeHHs
"®apmau eBTniHa OisnbHOCTI BUPOBHMKa/imnopTepa roTOBOro fikapcbkoro
KOMMaHis 3acoby, BKMoYaoum 4inbHULi BUNYCKY cepii abo micue
"3nopos's", NPOBEAEHHS KOHTPOMIO SKOCTI. (AisNbHICTb, 3@ sIKY
YkpaiHa; BiANOBiAae BMPOOHVK/IMMNOPTEP, BKITHOYA4M BUMYCK Cepilt)
BCi cTagii YTOYHeHHs1 agpecu BupobHuka 113 ToBapucTtBo 3
BMPOBHUL TBA, obMexeHo BifnoBiganbHICTIO "dapmaleBTMiHa KOMMNaHis
KOHTPOIMb SIKOCTi: "3popoB's", YkpaiHa, 6e3 3MiHM Micus BUpOOHUL TBA:
ToBapucTBO 3 BBeneHHst 3MiH NpoTSIrom 6-Tu MicsILiB Nicnsi 3aTBEPAKEHHS.
06 MexeHo 3MiHM | Tvny - AaMmiHiCTpaTvBHI 3MiHW. 3MiHa HalMeHyBaHHS!
Bi4MOBIAaNbHICTHO Ta/abo agpecn Micus NPOBafXEHHs OisnbHOCTI
"®APMEKC BMPOOHMKa/imnopTepa roTOBOro Mikapcbkoro 3acooy,
reyn-", BKITHOYal0uM AiNbHULI BUNYCKY cepii abo micLe npoBedeHHs!
YkpaiHa KOHTPOIIO SKOCTI. (AisNbHICTb, 3a SKY BiANoBigae
BUPOG HUK/IMMOPTEP, He BKITHYaouM BUMYCK Cepil)
3MiHa agpecn BupobHvKa 13 ToBapucTBO 3 0OMEXEHO
BignosiganbHicTio "OAPMEKC 'PYM" , YkpaiHa, 6e3 3aMiHn
MiCLIi BUPOOHMLITBA:
178. | HOTTA® Tabnetku, no 12 Pixapa BitTHep ABCTpist Pixapa BitTHep Al ABCTpis BHECEHHS 3MiH A0 peecTpauivHnx martepianis: 3MiHm | Tuny - be3 UA/10043/01/01
Tabnetok y 6nicTepi; no Al 3MiHv Wwono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. peuerima
1, 2, 3abo 4 6nictepuy BeeneHHst abo 3MiHV 40 y3ararnbHEHUX OaHuX Mpo cucTemy
KapTOHHI KOpoOLii dapmakoHarnsagy (BBedeHHS y3ararnbHEeHUX AaHuxX Mpo
cucteMy hapmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
BiANOBIAanNbHOI 3a 3AiicCHeHHsT dpapmakoHarnsaay,
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ansi
30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKLLO BOHa
BigMiHHa Bif YNIOBHOBaXX€HOI 0cobu, BignosiganbHoi 3a
30iNCHEHHA hapMakoHarnsay (BKYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3millieHHi macTep-danna cuctemm
dapmakoHarnsgy) 3miHa KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3 hapMmakoHarnsany 3asiBHUKa ANs 30iNCHEHHS
dapmakoHarnsgy B YKpaiHi.
179. | HYPO®EH® TabneTku, BKpUTi PekkiTT BeHkizep Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH [0 peecTpauiHnx Marepianis: 3minm | Tuny - be3 UA/6313/02/02
obornoHkoto, Mo 200 Mr; Xenckep BputaHis Xenckep BputaHis 3MiHu WwWopno 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay. peuenma
no 6 Tabnerok y IHTepHeLLHn IHTepHeLLHN BeeneHHss abo 3MiHV 40 y3aranbHEHNX [aHMX MPO CUCTeEMY
6nictepi; no 1 6nictepy TimiTen NimiTen dapmakoHarnaay (BBEAEHHS y3ararnbHEHUX AaHWX Mpo

B KapTOHHIN KopobLi;
no 8 Tabnerok y
6nicTepi; no 16nicTepy
B KapTOHHIN KOpobLUi;

cuctemy dapmakoHarnsgy, 3miHa YoBHOBaXEHOI 0cobw,
BignoBiganbHOI 3a 34iNCHEHHA dhapMmakoHarnsagy;
KOHTaKTHOI ocobu 3 hapmakoHarnsay 3asBHuKa Ans
30iiCHEHHS (bapmakoHarnsay B YKpaiHi, kL0 BoHa




64 I1p onoBskeHHs noaarka 3
Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
no 12 tabnertok y BiMIHHA BiJ, YNIOBHOBaXXEHOI 0COOMW, BiAMOBI4aNbHOI 3a
6nicTtepi; no 1a6o 2 30iNCHEHHA dbapmakoHarnsay (BKTYaouM KOHTaKTHI AaHi)
6nicTepn B KapTOHHI Ta/abo 3MiHM y po3milLieHHi macTep-charna cuctemm
Kopobui apmakoHarnsay) 3miHa KOHTakTHOI 0cobu 3asiBHUKA,
BignoBsiganbHoi 3a 34incHeHHs dapmakoHarnsagy: Hitova
pepakuis — OneHa Boesoga. MNponoHoBaHa pepakuisi—
TersiHa [y6a4. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu.
180. | HYPO®EH® CYCcrneH3isi oparnbHa 3 PekkiTT BeHkizep Benuka PekkiTT BeHkizep Benuka BHECEHHA 3MiH [0 peecTpauitHux Martepianis: 3Minm | Tuny - 6e3 UA/7914/01/01
onsi pITEn MOMYHNYHUM CMaKOM, Xenckep BputaHis Xenckep (KOken) BputaHis 3MiHu Wwono 6e3nekn/edhekTUBHOCTI Ta dpapmakoHarnsay. peuenima
100 mr/5mn; IHTepHeLLHn NimiTen BBeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
no 100 mn a6o no 200 Nimiten dapmakoHarnsagy (BBedeHHs y3ararbHEeHVUX AaHuxX Mpo
My donakoHi; no 1 cucteMy chapmakoHarnsiay, 3MiHa YrOBHOBaXeHOI ocobu,
hr1aKkoHy B KOMMIEKTi 3i BiAMOBIAANbHOI 3a 3AiVicHeHHs bapmakoHarnsagy,
LUMNPMLIOM-[,03aTOPOM Y KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Anst
KapTOHHIN kopobui 30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKL0 BOHa
BiMiHHa Bif yNOBHOBaxkeHOi 0cobW, BiAnoBiganbHOI 3a
3iNCHEHHA dbapMakoHarnsay (BKITYayy KOHTaKTHI [AaHi)
Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemmu
apmakoHarnsay) 3miHa KOHTakTHOI 0cobu 3asiBHUKA,
BignoBsiganbHoi 3a 34iNcHeHHs dapmakoHarnsagy: Hitova
pegnakuis — OneHa Boesoga. MNponoHoBaHa pepakuisi—
TetaHa [y6ay. 3MiHa KOHTaKTHWUX AaHUX KOHTaKTHOI 0CoOW.
181. | HYPO®EH® CYCreH3isi oparbHa 3 PekkiTT beHkizep Benuka BMPODHMLITBO N Benuka BHECEHHA 3MIiH [0 peecTpaLinHux Marepianis: 3MiHm | Tuny - be3 UA/8233/01/01
onsi pITEn anenbCMHOBMM  CMaKoM, Xenckep BpuraHis bulk, nakyBaHHsi, BpuraHis/ 3MiHu Wwono 6e3nekn/edhekTUBHOCTI Ta dhapmakoHarnsay. peuyerima
100 mr/5mn; IHTepHeLUHN KOHTPOMb SKOCTI, IHois BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
no 100 mn a60200 mny Nimiten BUMYCK Cepii: dapmakoHarnsaay (BBedeHHs y3ararbHEeHVUX AaHuxX Mpo
dnakoHi; no 1 grakoHy PexkiTT BeHkizep cucteMy chapmakoHarnsiy, 3MiHa YOBHOBaXXeHOI ocobu,
B KOMMIEKTi 3i Xenckep (KOkeit) BiANOBIAANbHOI 3a 3AiVicCHeHHs bapmakoHarnsagy,
LUMPULLOM-[,03aTOPOM Y INimiTen, Benuka KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
KapTOHHI kopobuii BpuraHis; 3[iNCHEHHA bapmakoHarnsay B YKpaiHi, SKLLO BOHa
BMPOGHMLTBO in BiMiHHa Bif yNOBHOBaxkeHOi 0co6M, BifgnoBiganbHOI 3a
bulk, nakyBaHHs, 3iNCHEHHA dbapMakoHarnsay (BKITYatyy KOHTaKTHI [AaHi)
KOHTPOIb SIKOCTI: Ta/abo 3MiHM y po3milLieHHi macTep-chalina cuctemm
PekkiTT BeHkizep hapmakoHarnsay) 3MiHa KOHTaKTHOI 0cobu 3asBHUKA,
Xenckep IHgis BignoBiganbHoOI 3a 34iNcHeHHs dapmakoHarnsagy: Hitova
MpavieeT JlimiTen, pegnakuis — OneHa Boesoga. MNponoHoBaHa pepakuisi—
IHois TetaHa [y6ay. 3MiHa KOHTaAKTHMX AaHUX KOHTaKTHOI 0CoOW.
182. | HYPO®EH® cynosuropii no 60 mr PekkiTT BeHkizep Benuka damap AB.E. Mpeuis BHECEHHSA 3MiH [0 peecTpauitHux Martepianis: 3Minm | Tuny - 6e3 UA/6642/02/01
ansa aimren no 5 cynosutopiie y Xenckep BpuraHis 3aBog ABMOH 3MiHu Wwoao 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsay. peuerima
6nictepi, IHTepHeLUHN BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
no 2 6nictepny Nimiten dapmakoHarnsagy (BBedeHHs y3ararbHEeHVUX AaHuX Mpo

KapTOHHI kopobui

cucTeMy hapMmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
BiAnOBiganbHOI 3a 34iMCHEHHA hapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
30iViCHEHHs (bapmakoHarnsay B YKpaiHi, sKLLO0 BoHa
BigMiHHa Bif YNIOBHOBaXXeHOI 0cobu, BignosiganbHoi 3a
3JiNCHEHHA hapmakoHarnsay (BKYaryy KOHTaKTHI fAaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
hapmakoHarnsay) 3MiHa KOHTaKTHOI 0cobu 3asBHUKA,
BignoBsiganbHoi 3a 34incHeHHs dapmakoHarnsagy: Hitova
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pepakuisi— OneHa Boesoga. [NporioHoBaHa pedakuisi —
TertsaHa [yoay. 3MiHa KOHTAKTHMX AaHUX KOHTaKTHOI 0CcoOW.
183. | HYPO®PEH® cycrieHsisi oparnbHa 3 PekkiTT BeHkizep Benuka PekkiTT BeHkizep Benuka BHECEHHS 3MiH 40 peecTpauivHnx Martepianis: 3MiHu | Tuny - be3 UA/8233/01/02
onsi pITEn anenbCMHOBMM CMaKoM, Xenckep BpuraHis Xenckep (FOKen) BputaHis 3MiHM Wwopo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsay. peuerma
®OPTE 200 mr/5mn; IHTepHeLUHN TNimiTen BeeneHHst abo 3MiHV 40 y3ararnbHEHUX [aHuX Mpo cucTemy
no 100 mn a6o 150 mn'y Nimiten dapmakoHarnsay (BBedeHHs! y3ararnbHEeHWX AaHuxX Mpo
dnakoHi, o 1 drakoHy cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
Yy KOMNAMeKTi 3i BiANOBIAanNbHOI 3a 3AiicHeHHsT dpapmakoHarnsaay,
LUMPULLOM-[,03aTOPOM Y KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHuKa Ans
KapTOHHIA Kopobui 30iNCHEHHs dhapmakoHarnsay B YKpaiHi, SKLLO BoHa
BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
3JiNCHEHHA hapMmakoHarnsay (BKYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
hapmakoHarnsay) 3MiHa KOHTaKTHOI 0cobu 3asBHUKA,
BiAnoBiganbHOI 3a 3AiNcHeHHA dapmakoHarnsagy: Hitova
pepakuis — OneHa Boesoga. NponoHoBaHa pedakuis —
TetsaHa [yoay. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOI 0coOw.
184. | HYPO®PEH® CycrieHsisi oparnbHa 3 PekkiTT beHkizep Benuka PekkiTT beHkizep Benuka BHECEHHS 3MIiH A0 peecTpauivHnx marepianis: 3MiHv | Tuny - be3 UA/7914/01/02
Oona nITen MOMYHAYHUM CMaKOM, Xenckep BputaHis Xenckep (KOkeit) BputaHis 3MiHu Wwono 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay. peuyernma
®OPTE 200 mr/5mn; no 100 mn IHTepHeLLHN NimiTen BBegeHHsi abo 3MiHM A0 y3aranbHEHNX AaHuX Npo CUCTeMy
abo 150 mn 'y chnakoHi; NimiTen dapmakoHarnsay (BBedeHHs! y3ararnbHEeHWX AaHuxX Mpo
no 1 drakoHy y cuctemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
KOMMNEKTIi 3i LWNpuL,om- BiANOBiAanNbHOI 3a 3AiicCHeHHsT dbapmakoHarnsaay,
[A03aTOpOM Y KapTOHHiIN KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa Ans
Kopobui 34iViCHEHHs bapmakoHarnsay B YKpaiHi, SKL0 BoHa
BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
30iNCHEHHA hapMakoHarnsay (BKMYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
hapmakoHarnsiay) 3MiHa KOHTaKTHOI 0cobM 3asiBHUKA,
BiAnoBiganbHOI 3a 3AicHeHHA dhapmakoHarnsagy: Hitova
pepakuis — OneHa Boesoga. NpornoHoBaHa pedakuis —
TetsaHa [yoay. 3MiHa KOHTAKTHUX JaHUX KOHTaKTHOI 0coOw.
185. | HYPO®EH® TabneTku, BKpuUTI PekkiTT BeHkizep Benvka PexkiTT BeHkizep Benwvka BHECEHHS 3MiH A0 peecTpauiHnx Martepianis: 3minm | Tuny - UA/10906/01/01
EKCNPEC obornoHkoto, no 200 mr; Xenckep BpuraHis Xenckep BputaHis 3MiHu Wwono 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay.
no 12 rabnerok y IHTepHeLLHN IHT epHeLLHN BBegeHHsi abo 3MiHM A0 y3aranbHEHNX AaHuX Npo CUCTeMy
6nictepi; no 1a6o 2 Nimiten TNimiTen apmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
6nicTepn B KapTOHHIN cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
Kopobui BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay,
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
34iViCHEHHs bapmakoHarnsay B YKpaiHi, KL BoHa
BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
34iViCHEHHA dhapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
hapmakoHarnsiay) 3MiHa KOHTaKTHOI 0co6M 3asiBHUKA,
BignoBiganbHoI 3a 3fincHeHHA dapmakoHarnsagy:itoya
pepakuis — OneHa Boesoga. NponoHoBaHa pedakuis —
TersHa [y6ay. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu.
186. | HYPO®EH® kancynu m'siki no 400 mr; | PekkiTT beHkizep Benvka BiAMNOBIAANbHAN 3@ Benvka BHECEHHS 3MiH A0 peecTpauivHnx marepianis: 3MiHv | Tuny - be3 UA/14179/01/01
EKCINPEC no 10 kancyn y 6nicTepi; Xenckep BpuraHis nakyBaHHs Ta BpuraHis/ 3MiHv Wwopno 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay. peuenma
DOPTE no 1 6nicrepys IHT epHeLUHN BUMYCK Cepii: HigepnaHg BeegerHss abo 3MiHV 40 y3aranbHEHNX [aHWX MPO CUCTEMY
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KapTOHHI KopobLi JlimiTeq PekkITT beHkizep " apMakoHarnsay (BBedeHHs! y3ararnbHEeHWX AaHuX Mpo
Xenckep cucteMy hapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
IHTepHeLUHn BignoBiganbHOI 3a 3iNCHEHHA dbapMakoHarnsaay,
NimiTen, Benuka KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
BputaHis 34iiCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
BianosiganbHWA 3a BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
BMPOGHMLTBO in 34iViCHEHHA dbapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
bulk Ta/abo 3MiHM y po3milLieHHi macTep-darnna cuctemm
MareoH Codmxenc dapmakoHarnsay) 3miHa KOHTakTHOI 0cobu 3asiBHUKA,
B.B., HigepnaHgun BiANOBiAanNbHOI 3a 34ificHeHHss dbapMakoHarnsagy. [jroya
penakuis — OneHa Boesoga. NponoHoBaHa pedakuis —
TersHa [y6ay. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobu.
187. | OME3 A® kancynu TBepai no 10 [O-p Pengi'c IHgis ToppeHT IHgisa BHECEHHA 3MiH 0 peecTpauiHuX Marepianis: 3MiHun | Tuny - 3a UA/6872/01/01
Kancyn y ctpwni; no 3 JlaBopatopic dapmacktoTikanc 3MiHu Wwopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peuyernnom
cTpunu B KopobLi Iita Iita BeenerHss abo 3MiHVM 40 y3aranbHEHNX [aHMX Mpo cucTemMy
apmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
cucTemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
34iViCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
BiAMiHHa Bif, yNMOBHOBaXkeHOi 0cobu, BifnoBiganbHOI 3a
34iMiCHEHHS dbapmakoHarnsgy (BKITYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi macTep-canna cuctemm
dapmakoHarnsay) - 3MiHa YroBHOBaXKEHOI 0COOU 3asiBHUKA,
BiANOBiAanNbHOI 3a 34ificHeHHss dbapMmakoHarnsagy. [iroya
penakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX [aHVX YNIOBHOBaXKEHOI
0cobu.
188. OME3 IHCTA MOPOLLOK A41151 OparnbHoi O-p Pepgi'c IHais O-p Pegai'c IHois BHECEHHS 3MiH A0 peecTpauiHix marepianis: 3miHu | Tuny - 3a UA/0235/03/01
cycnensii no 20 mr no JNaboparopic Ilaboparopic Jlta 3MiHu Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay. peyennom
5,9 r nopowky B calle; Iita (BupoGHuya BeeneHHst abo 3MiHV 40 y3ararnbHEHUX OaHuX Mpo cucTemy
no 5, 10, 20, 30 cawe B AinbHAuS - V1) dapmakoHarnsagy (BBedeHHS y3ararnbHEeHUX AaHuxX Mpo
KapTOHHI kopobui cucteMy hapmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
BiANOBIAanNbHOI 3a 3AiicCHeHHsT dpapmakoHarnsaay,
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ansi
30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKLLO BOHa
BigMiHHa Bif YNIOBHOBaXX€HOI 0cobu, BignosiganbHoi 3a
30iNCHEHHA hapMakoHarnsay (BKYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3millieHHi macTep-danna cuctemm
hapmakoHarnsigy) - 3miHa yroBHOBaXKeHOI 0COobW 3asiBHWKA,
BiAnoBiganbHOI 3a 3AiNcHeHHa dapmakoHarnsagy: Hitova
penakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pepgakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX JaHWX YIIOBHOBaKEHOI
ocobu
189. OME3® CP Kancynu 3 O-p Peagpi'c IHais O-p Pegai’c IHais BHECEHHS 3MiH [0 peecTpauivHix marepianis: 3mMiHu | Tuny - 3a UA/11149/01/01
Mo iKoBaHUM Jlabopatopic Jlabopartopic JTa, 3MiHu Wwono 6esnekn/ecbeKTUBHOCTI Ta hapMakoHarnsay. peuernnom
BVBISIbHEHHSM, TBepai g Bupo6Huya BBeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
no 10 kancyn y ainbhnus - 1l dapmakoHarnaay (BBEAEHHS y3ararnbHEHUX AaHWX Mpo

6nictepi;no 3 6nictepun B
KapTOHHI Kopobui

cucTeMy chapmakoHarnsiay, 3MiHa YrOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsagy;
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KOHTaKTHOI 0COOM 3 chapmakoHarnsay 3asBHuKa Ansi
30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKL0 BOHa
BiAMiHHa Bif yNOBHOBaXkeHOi 0cobW, BifnoBiganbHoI 3a
3iNCHEHHA bapMakoHarnsay (BKITYaryy KOHTaKTHI [AaHi)
Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemmu
dapmakoHarnsay) - 3MiHa YroBHOBaXKEHOI 0CObU 3asiBHUKA,
BignoBsiganbHoi 3a 34incHeHHs dapmakoHarnsagy: Hitova
pegakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX AaHWX YIOBHOBaKEHOI
ocobu.
190. | OPFAMETPUN Tabnetkmno 5mr no 30 LWepiHr-Mnay LseviLapist 3anoBHuM uwuknom | HigepnaHg | BHeceHHS 3MiH 40 peecTpauiHux martepianis: 3Minm | Tuny - 3a UA/2844/01/01
® Tabnetok y 6nicTepi, no CeHtpan lct Al H. B. OpraHoH " AnMiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHS Ta/abo peuernnom
1 6nicTepyy KapTOHHiN afpecy 3asiBHVKA (BMacHMKa peecTpauiHoOro MocBigYeHHs)
Kopob Ui - 3MiHa apecn 3asBHUKa
191. | OPHIOQA30N nopolok (cybcTaHuis) y | AT "KUIBCbKNW YkpaiHa XyHaH [bxuypiaH Kuran BHECEHHA 3MiH [0 peecTpauiiHuX Marepianis: 3MiHun | Tuny - - UA/14888/01/01
naketax nogBiNHMX BITAMIHHNI dapmacbloTikarn 3MiHu 3 sikocTi. APl BupobHuyTBo. 3MiHa BUpOOHUKa
nonieTuneHoBnx Ans 3ABOL" Ko., It BMXJHOrO/MPOMiXKHOrO  MPOAYKTY/peareHTy, Lo
dapmaLeBTMYHOrO BUKOPUCTOBYOTLCS Y BUMpPOGHMYOMY mpoueci ADI, abo 3miHa
3aCcTOCYyBaHHs BMpoOHWKa (BKIoYaloum, e HeobXgHo, Micue npoBedeHHs
KoHTpornto skocTi) A®I (3a BigcyTHOCTi cepTudikara
BiANOBIAHOCTI €BponenchbKin hapmakonei y 3aTBepaXXeHOMY
[ocbe)(iHwWi 3MiHuM) - Bigbynacs 3miHa BUPOOHNYOI AinbHALI
ans A®l OpHigasony. Cnoci6 BMpobHMLTBa (BKMOYaum
KOHTpOMb Mif Yac BMpPOOHMLTBA), crneuudikalis Ta meToan
aHanizy A®l € igeHTUYHUMY 3aTBEPOKEHNM
192. OCIMNAMOKC MOPOLLIOK 41151 OparibHOI CaHpo3 CnoBeHis CaHpo3 M'm6X - ABCTpis BHECEHHSA 3MiH 0 peecTpauiHnx Martepianis: 3minu | Tuny - 3a UA/3975/05/01
cycnieHsii (125 mr/5 mn) | PapmacbioTikana TexOnc 3MmiHu 3 sikocTi. CepTudikar signosigHocTi/lE-cepTudpikar peuernnom
no 5,1 r nopolKy Ans 60 n.o. BiANOBIAHOCTI €BponericbKin dapmakonei/MoHorpadii.
M a6o 8,5 r nopoLuky 3MiHu, NoB'A3aHi 3 HEOOXAHICTIO NpYBEAEHHS Y
ansa 100 mn cycneHsii y BiAMOBIAHICTb A0 MoHorpadii APY abo €Bponericbkoi
dnakoHi, o 1 drakoHy dapmakonei, abo iHWOi HauioHanbHOI hapmakonei
pa3oM 3 LWNpMLOM Ans aepxasn €C (3MiHa y cneyundikalisix, nos's3aHa 3i 3MiHaMu
[03yBaHHS 3 aganTepoM B [I®Y, abo €sponericbkii hapmakonei, abo iHLwin
Y KapTOHHi Kopobui HauioHanbHI dapmakonei gepxasn €C) 3miHa B
creuudikalii Ta MeTogax KOHTPOMio MikpobiomnoriyHol
YUCTOTU AN AOMOMIXKHOI PEYOBUHA NEPCUKOBO-
abpuKOCoBUN apomMaTu3atop MOPOLLKONOAiIOHUA BHACMiA0K
npuveegeHHa o sumor EP, a came: amiHeHo Microbial count
Ha Microbial Enumeration test/ Test for Specified
Microorganisms; Aerobic bacteria Ha TAMC; Yeast and
moulds Ha TYMC; Enterobacteria Ha bile-tolerant, gram-
negative bacteria.
193. | OCMAMOKC MOPOLLIOK 41151 OparibHOI CaHpo3 CnoBeHis CaHpo3 TmbX - ABCTpis BHECEHHA 3MiH [0 peecTpauivHnx Marepianis: 3MiHv | Tuny - 3a UA/3975/05/02
cycneHsii (250 mr/5 mn) | PapmacbioTikana TexOnc 3minu 3 sikocTi. Ceprudpikar BignosigHocTi/lE-cepTudpikar peuernnom
no 6,6 r nopolky Ans 60 n.o. BiNOBIAHOCTI €BponenchbKin apmakonei/MoHorpadii.

Mn abo no 11 r NopoLLKy
ans 100 mn cycneHsii y
dnakoHi, o 1 drakoHy
pa3oM 3 LWNpULLOM ANs

[03yBaHHS 3 agantepom

3MiHW, NoB'sI3aHi 3 HEODXIAHICTIO NPYBEAEHHA Y
BiAnoBigHICTbL 4,0 MoHorpadii [APY abo €Bponeicbkoi
dapmakonei, abo iHWOi HauioHanbHOI hapmakonei
aepxasn €C (3MiHa y cneyundikalisix, nos'sa3aHa 3i 3MiHaMu
B IOV, abo Esponencobkivi hapmakonei, abo iHLin
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Y KapTOHHI KOpoObLii HaLioHanbHIM dapMakonel gepxasn €C) 3miHa B
cneymdikaLii Ta MeTogax KOHTPOMo MiKkpobionoriyHoi
YUCTOTU ANSA AOMOMIXKHOI PEYOBUHN NEPCUKOBO-
abpuKOCcoBUIN apoMaTu3aTop MOPOLLKONOAiOHUIA BHACMiA0K
npveBegeHHss Ao sumor EP, a came: amiHeHo Microbial count
Ha Microbial Enumeration test/ Test for Specified
Microorganisms; Aerobic bacteria Ha TAMC; Yeast and
moulds Ha TYMC; Enterobacteria Ha bile-tolerant, gram-
negative bacteria.
194. | OCMAMOKC MOPOLLIOK 11151 OpasibHOI CaHpo3 CnoBeHis CaHpo3 Tm6X - ABCTpis BHECEHHA 3MiH [0 peecTpauinHux Marepianis: 3MiHm | Tuny - 3a UA/3975/05/03
cycnensii (500 mr/5 mn) | ®apmackioTikans TexOnc 3miHun 3 skocTi. Ceprudikar signosigHocTi/lE-cepTudikar pey.ennom
no 12 r nopowky Ans 60 o.a. BiNOBIAHOCTI €BponeichbKin dapmakonei/MoHorpadii.
mMn abo no 20 r MopoLLKY 3MiHVW, MoB'A3aHI 3 HEOOXIAHICTIO NpYBEAEHHS Y
ans 100 mn cycneHsii y BiAnoBigHICTbL 40 MoHorpadii [I®Y abo €Bponeicbkoi
dnakoHi, mo 1 nakoHy dapmakonei, abo iHWOi HauioHanbHoi dapmakonei
pasoMm 3 MipHOO NTOXKOI aepxasn €C (3MiHay cneuundpikauisx, nos's3aHa 3i 3MmiHamMmun
Y KapTOHHIN KOpobLyi B [1®Y, abo €sponeicbkii hapmakonei, abo iHLwWwin
HauioHanbHin dapmakonei aepxasn €C) 3amiHa B
creuudikalii Ta MeTogax KOHTPOnio MikpobiornoriyHol
YMCTOTU ANSA AOMOMIXKHOI PEYOBUHN NEPCUKOBO-
abpuKoCcoBUIN apoMaTu3aTtop MOpOLLKONOZiOHUIA BHACHiA0K
npvBegeHHss Ao sumor EP, a came: 3amiHeHo Microbial count
Ha Microbial Enumeration test/ Test for Specified
Microorganisms; Aerobic bacteria Ha TAMC; Yeast and
moulds Ha TYMC; Enterobacteria Ha bile-tolerant, gram-
negative bacteria.
195. OCITAMOKC TabneTku, LWo CaHpos3 CnoseHisl CaHpo3 TmMb6X - ABCTpiIst BHECEHHS 3MiH O peecTpaLiMHUX Marepianis: 3MiHu | Tuny - 3a UA/3975/04/01
aT aucneprytoTbesi, no 500 dapmacbtoTikans TexOnc 3MiHu 3 sikocTi. CepTudpikar BignosigHocTi/lE-cepTudikar peu,ernmom
mr o 10 Tabnetok y a.o. BignNoBiAHOCTI €BponenchbKin dapmakonei/MoHorpadii.
6nictepi; no 2 6nictepn 3MiHK, NoB'sA3aHi 3 HEODXAHICTIO NPYBEAEHHA Y
B KapTOHHIN kopobLui; no BiANOBIAHICTb A0 MoHorpadii APY abo €Bponeiicbkoi
12 Tabnetok y 6nicTepi; dapmakonei, abo iHWOi HauioHanbHOI hapmakonei
no 1 6nicrtepys aepxasn €C (3MiHay cneuundpikauisx, nos's3aHa 3i 3MmiHamMmun
KapTOHHI KopobLi B 1Y, abo €sponelicbkii hapmakonei, abo iHLwwin
HauioHanbHin dapmakonei aepxasn €C) - 3MiHa B KOHTponi
[OMOMIDKHOI PEYOBUHM MEPCUKO-ab puKOCOoBUM
apomaru3aTop MOpPOLLKOMNOAiOHU BiAMNOBIAHO A0 Ai0UMX
Bumor EP/USP, acame: 3miHeHo Microbial count Ha
Microbial Enumeration test/ Test for Specified
Microorganisms, 3MiHeHo Aerobic bacteria Ha TAMC,
3MiHeHo yeast AND moulds Ha TYMC, 3miHeHo
Enterobacteria Ha bile-tolerant, gram-negative bacteria.
196. | OCMNAMOKC Tabnetku, Wwo CaHpo3 CnoBeHis CaHpo3 M'm6X - ABCTpis BHECEHHS 3MiH [0 peecTpauiiHx marepianis: 3miHu | Tuny - 3a UA/3975/04/03
aT OUCNeprytoTbCs, Mo dapmacbloTikana TexOnc 3MmiHu 3 sikocTi. CepTudpikar signosigHocTi/lE-cepTudpikar peuernnom
1000 mr o 6 abo 10 a.a. BiANOBIAHOCTI €BponericbKin dapmakonei/MoHorpadii.

Tabnetok y 6nictepi; no
2 6nicTepy B KapTOHHIN
Kopobui

3MiHW, NoB'sI3aHi 3 HEODXIAHICTIO NPYBEAEHHA Y
BiAnoBigHICTbL 4,0 MoHorpadii [APY abo €Bponeicbkoi
dapmakonei, abo iHWOi HauioHanbHOI hapmakonei
aepxasn €C (3MiHa y cneyundikalisix, nos's3aHa 3i 3MiHaMu
B [1®Y, abo €sponevicbkii apmakonei, abo iHLwWin
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HaLioHanbHIM dbapmakonel aepxasn €C) - 3MiHa B KOHTpori
[OMOMDKHOI PEYOBMHM MEPCUKO-ab puKoCoBUI
apomarusaTop MOpPOLLKOMNOA4IGHUIA BIAMNOBIAHO A0 Ait0UMX
Bumor EP/USP, acame: 3miHeHo Microbial count Ha
Microbial Enumeration test/ Test for Specified
Microorganisms, 3miHeHo Aerobic bacteria Ha TAMC,
3miHeHo yeast AND moulds Ha TYMC, 3miHeHO
Enterobacteria Ha bile-tolerant, gram-negative bacteria.
197. | O®EB Kancynn M ski no 100 mr bepiHrep HimeyvdmHa A eHa Em HimeuvunHa BHECEHHSI 3MIiH [0 pEeECTpaLivHuX Marepianis: 3a UA/16115/01/01
no 10 kancyn y 6nicTepi; IHrenbxanm LWrabTect MTM6X, 3MiHM | TUNy - 3MiHW BHECEHO [0 iHCTPYKLIT ANS MeaWYHOro peyennom
no 6 6nicrepiBy IHTepHeLUHn HimevwunHa 3aCcTOCYBaHHA MiKapCcbkoro 3acoby Ao po3gdinis
KapTOHHIM ynakoBLi oeX (anbTepHaTMBHa "OcobnueocTi 3acTocyBaHHs", "MobiyHi peakuii” Ta o
naboparopia Ans KOPOTKOI XapakTEpPUCTUKM MiKapCbKoro 3acoby Ao posainis
npoBeAEeHHS "OcobnuBi 3aCTEPEXEHHS Ta O0COBMMBOCTI 3acTocyBaHHS",

KOHTPOITHO SIKOCTi
(3a BUKMIOYEHHAM
MikpoGionoriyHoi
4YUCTOTHK));
BepiHrep
IHrenbxanm ®apma
Mm6Xi Ko. KT,
HimewunHa
(nepBuHHE
(6nictepn) Ta
BTOPVHHE
naKyBaHHs,
MapKyBaHHS,
KOHTPOIb SIKOCTI,
KOHTPONb SKOCTi 3@
MOKa3HUKOM
MikpoGionoriyHa
yucToTa Ta BUMYCK
cepin nikapcbkoro
3acoby); KaraneHt
HimevwunHa
E6epbax Mu6X,
HimewunHa
(BPOBHULTBO,
ynakoBka Ta
KOHTPONb SKOCTI
(3@ BUKITIOYEHHSIM
MikpobionoriyHoi
YMCTOTK) Kancyn
bulk (He
po3dacoBaHoi
nponykuii) ; Jlabop
JNI+C Ar,
HimevwunHa
(anbTepHaTmBHa
naboparopis ons

"TMobiyHi peakLii"LL000 MOXITUBOrO PO3BUTKY HUPKOBOI
HepocTaTHOCTi. BBegeHHss 3MiH npoTsrom 3 Micsuis nicns
3aTBepaXeHHs; 3MiHu Il Tuny - 3MiHM BHECEHO [0 iHCTpPYKLiT
05151 MEOWYHOTO 3aCTOCYBaHHA MikapCcbkoro 3acoby Ao
po3ainis "OcobnueocTi 3acTocyBaHHs", "lMobiyHi peakuii” Ta
[0 KOPOTKOI XapaKTEepUCTUKM Nikapcbkoro 3acoby Ao
po3ainis "Ocobnuei 3acTepexxeHHs Ta 0cobMBOCTI
3actocyBaHHs", "MobGivHi peakuii” LWoa0 MOXIMBOro
PO3BUTKY YPaXKeHHs MeviHku. BeBeaeHHa 3MiH npotsarom 3
MiCsILliB nicnsi 3aTBepAXeHHs:; 3MiHn |l Tvny - 3MiHM BHECEHO
[0 IHCTPYKUIi ANS MEAWUYHOro 3acToCyBaHHS IiKapCbKoro
3acoby no posainis "dapmakonoriyHi BMacTuBoCTi",
"OcobnuBOCTi 3acTOCyBaHHA" Ta A0 KOPOTKOI
XapaKTEPUCTVKN Mikapcbkoro 3acoby A0 po3ainis
"dapmakonoriyHi BnactmeocTi", "OcobnuBi 3acTepexeHHs Ta
0COBMNMBOCTI 3aCTOCYBaHHS" LLOAO OfHOYAacHOI Tepanii 3
nipcpeHiAoHOM Yy MauieHTiB 3 igionaTuiHUM nereHeBum
¢ibpo3om. BeBegeHnHs 3miH npotarom 3 MicsuiB nicns
3aTBEPAKEHHS
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Peecmpauitina npoyedypa

Ymoeu

Homep

Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

aidnycky

peecmpayiltiHo
20
noceid4yeHHs

npoBefeHHs
KOHTPOITHO SIKOCTi
MikpoGionoriyHoi
ymcTotu); HysicaH
M6X, HimewunHa
(anbTepHaTnBHa
naboparopis ons
NpoBeEHHs
KOHTPOIO SIKOCTi
(3a BUKMIOYEHHAM
MikpobionoriyHoi
ynctorw)); CI'c
IHcTUTYT ®peseHiyc
M6X, HimewunHa
(anbTepHaTnBHa
nabopatopis Ans
NpoBeeHHs
KOHTPOIO AKOCTi
MikpobionoriyHoi
ynctotu); GapmJior
dapma JlogxicTik
M6X, HimewunHa
(anbTepHaTMBHa
ainbHUURA Ansa
BTOPVHHOTO
naKkyBaHHs Ta
MapKyBaHHs1);
LiteremanH
JTboHM eprakyHreH
wHa JloricTiwep
Cepeic e. K.,
HimevwunHa
(anbTepHaTMBHa
ainbHUUA Ansa
BTOPWHHOTO
naKkyBaHHs Ta
M apKyBaHHs1)

3a

UA/16115/01/02

198.

O®EB

kancynu m ski no 150 mr
no 10 kancyn y 6nicTepi;
no 6 6nicrepiy

KapTOHHIM ynakoBLi

BepiHrep
IHrenbxanm
IHTepHeLUHn

M6X

HimeuumHa

A eHn Em
LLtabTect NTMOGX,
HimevunHa
(anbTepHaTmBHa
nabopatopis Ans
NpoBeeHHs
KOHTPOIO AKOCTi
(3@ BUKITIOYEHHSM
MikpoGionoriyHoi
y1cToTw));
BepiHrep

v6Xi Ko. KI,

IHrenbxanm ®apma

HimeyunHa

BHECEHHSA 3MiH 0 peecTpauinHMx Marepianis:
3MiHU | Tuny - 3MiHM BHECEHO A0 IHCTPYKUii Ansi MEQUYHOro
3acToCyBaHHA nikapcbkoro 3acoby Ao po3dinis
"OcobnueocTi 3actocyBaHHs", "lMobiuHi peakuii" Ta go
KOPOTKOI XapakTEepPUCTUKM fikapCcbkoro 3acoby Ao po3ainis
"OcobnuBi 3acTepexeHHst Ta 0COBMMBOCTI 3aCTOCyBaHHSA",
"MobiyHi peakLii"LL,000 MOXITUBOrO PO3BUTKY HUPKOBOI
HepocTaTHOCTi. BBegeHHss 3MiH npotsirom 3 MicsiliB nicnsi
3aTBePAKEHHs; 3MiHu Il Ty - 3MiHM BHECEHO [0 iHCTpPyKLiT
0N MEOWYHOro 3aCTOCYBaHHA NiKapCbKoro 3acoby [0
po3ainis "OcobnueocTi 3acTocyBaHHs", "lMobiyHi peakuii” Ta
[0 KOPOTKOI XapakTepUCTUKK TiKapCbKoro 3acoby Ao

po3ainis "OcobnuBi 3aCTEPEXEHHS Ta 0COBMBOCTI

peuennom
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Hime4yunHa 3acTocyBaHHs", "T10DIYHI peakLii" 040 MOXITUBOIO
(nepBuHHE PO3BUTKY YpaXkeHHs nediHku. BBegeHHss 3miH nporsrom 3
(6nictepn) Ta MicCsILliB Nicns 3aTBepAXeHHs:; 3MiHn |l Tvny - 3MiHM BHeCeHO
BTOpPWHHE [0 IHCTPYKUIi ANA MEAWMYHOrO 3aCTOCYBaHHSA IiKapCbKoro
nakyBaHHs1, 3acoby go po3ginis "®apmakonoriyHi BnacTusocTi",
MapKyBaHHs, "OcobnuBOCTI 3aCTOCYBaHHA" Ta A0 KOPOTKOI

KOHTPOIMb SIKOCTI,
KOHTPOIb SKOCTi 3a
MOKa3HUKOM
MikpobionoriyHa
YyucToTa Ta BUMYCK
cepin nikapcbkoro
3acoby); KaraneHt
HimevunHa
E6epbax Mm6X,
HimevunHa
(BPOBHMLTBO,
ynakoska Ta
KOHTPOrb SKOCTI
(3a BUKMIOYEHHAM
MikpoGionoriyHoi
YUCTOTM) Kancyn
bulk (He
po3dacoBaHoi
npoaykuii) ; Jlabop
N+C AT,
HimevunHa
(anbTepHaTVBHA
nabopatopis Ans
NpoBeeHHs
KOHTPOIO AKOCTi
MikpobionoriyHoi
yncTotu); HysicaH
m6X, HimeyunHa
(anbTepHaTVBHA
naboparopisa ans
npoBeeHHs
KOHTPOIO SIKOCTi
(3a BUKITIOYEHHSAM
MikpobionoriyHoi
unctotm)); CIC
IHcTUTYT ®peseHiyc
™Mo6X, HimeyunHa
(anbTepHaTMBHa
naboparopia Ans
npoBeeHHs
KOHTPOITHO SIKOCTi
MikpoGionoriyHoi

unctotu); GapmJior

dapma JlogxicTik

XapakTEepPUCTUKM nikapcbkoro 3acoby Ao po3ainis
"®apmakonoriyHi BnactusocTi", "Ocobnusi 3acTepexeHHs Ta
0CcOoBnMBOCTI 3aCTOCYBaHHA" LLOAO O4HOYacHo! Tepanii 3
nippeHiAoHOM Yy MauieHTiB 3 igionaTuiHUM nereHeBnm
¢ibpo3om. BeegeHHs 3miH npoTsrom 3 micsAuiB nicns
3aTBEpANEHHS
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

'mM6X, HimewunHa
(anbTepHaTnBHa
ainbHUURA ons
BTOPWHHOIO
naKkyBaHHs Ta
MapKyBaHHs1);
LteremaHH
JIboHp epriakyHreH
wHa JloricTiwep
Cepeic e. K.,
HimeuunHa
(anbTepHaTMBHa
ainbHUURA Ansa
BTOPVHHOTO
naKkyBaHHs Ta
M apKyBaHHs1)

199.

O®PTONIK

kpanni o4Hi no 10 mny
NnacTUKoBoMY (OraKoHi-
KpanenbHuui; no 1
dnaKoHy-kpanenbHUUi y
KapTOHHIM nayui

CEHTICC
SAPMA MBT.
nTa.

IHaia

CEHTICC ®APMA
MBT. NTA.

IHois

BHECEHHA 3MiH O peecTpauiiHux Marepianis: 3MiHun | Tuny -
3MiHu 3 sikocTi. FoToBMI nikapcbkui 3aci6. KoHTponb
roToBOro nikapcbkoro 3acoby. 3miHay meTtogax
BMNPOOYBaHHS TOTOBOrO fikapcbkoro 3acoby (iHWwi 3MiHW y
metoaax BunpobyBaHb (BKovaroum 3amiHy abo
[OOMNoBHEHHS)) (3a nokasHnkoM «Onucy 3asHaveHa
npouenypa BunpobyBaHHs, 3a nn. «laeHTudikauism,
«[Mpo3opicTb», «KonbopoBicTby, «pH», «MexaHiyHi
BKItoveHHs», «O6 em, Wwo BuTsiraeTbes», «KinbkicHe
BU3HAYEHHA» He3HayHi 3MiHU B Mpouenypi BUNpoGyBaHHS,
30KpeMa pefakLuivHi 3MiHV | 3a3HadYeHHs npouenypy
BUrOTOBINEHHA PO34umHiB. 3a p. «BmicT 6eHaankoHito
Xnopuay» BBOAMUTBLCS [Ba OO4HAKOBUX CTaHOAPTHUX PO3y4unHa
3amicTb ogHoro). 3MiHm | Tuny - 3miHu 3 AKocTi. FoToBWA
nikapcbkuii 3aci6. CTabinbHiCTb. 3MiHa y TepMiHax
npuaaTHocTi abo ymoBax 36epiraHHst roTOBOro nikapcbkoro
3acoby (iHwi 3mMiHW). BBegeHHs 3MiH npoTsirom 6-Tu Micsuis
nicns sarBepaxeHHs. 3minn | Tuny - 3miHn 3 gkocTi. FoToBuMiA
nikapcbkuii 3aci6. 3MiHM y BUpoGHMLTBI. 3miHa po3mipy cepii
(BKNHOYAOYM Aiana3oH po3Mipy cepii) roTOBOro Nikapcbkoro
3acoby (36inbwenHs oo 10 pasiB MOPIBHAHO i3
3aTBepakeHnm po3mipoM). (3aTtBepaxeHo: 500 n;
3anponoHoBaHo: 500 n1i 1000 n).3miHm | Tuny - 3MiHM 3
AKkocTi. FoToBMiA Nnikapcbkuii 3aci6. Cuctema
KOHTeMHep/3aKynoptoBanbHuiA - 3aci6. 3miHa po3mipy
YNaKOBKM FOTOBOrO NiKapcbKoro 3acoby (BUNMyHeHHs
YNaKOBKM MEBHOro po3Mipy). BeeaeHHs 3miH npotsrom 6-Tu
micsuiB nicns 3aTBepaXeHHs. (BunyyeHHss ynakoeku no 5
M1, B 3B’ 13Ky 3 HEAaKTYarbHICTIO JaHOro po3mipy yrakoBKM, 3
BignoBiAHMMY 3MiHaMK B crneymdikadii i meTogax
KoHTporto.). 3miHn | Tuny - 3miHn 3 sikocTi. CepTuddikar
BignosigHocTi/ME-cepTudikaT BignosigHOCTI €BponenchbKin
dapmakonei/MmoHorpadii. MNogaHHA HOBOro abo OHOBMEHOrO
cepTudikara BignoBigHOCTI b0 BUNYMEHHST cepTudikara

be3
peyernma

UA/5782/01/01




73

I1p onoBskeHHs noaarka 3

Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

BiANOBIAHOCTI €Bponencbkin capmakonei: gnsa A®l; ans
BMXAHOTO Marepiany/peareHTy/NnpoOMiXXHOTO MPOAYKTY, L0
BMKOPUCTOBYIOTLCSA Yy BUPOOHMUTBI ADI; Ans AonomixKHOI
peyoBUHM (cepTudikar BignoBiAHOCTI €BpONenchKin
hapmakorei) - Houin cepTudikar Big HOBOro BMPOGHMKa
(3amiHa abo ponoBHeHHs1). BBegeHHs [opaTkoBoro
BUpo6Huka ADI nosigoHy BAC® CE, HimeuyunHa CEP Ne
R1-CEP 2007-079-Rev 01. 3minm Il Tuny - 3miHu 3 sKocTi.
A®I. BupobHmuTBO. 3MiHa BUpoOHMKa
BUXiLHOrO/MPOMDKHOrO  MPOAYKTY/peareHTy, Lo
BMKOPUCTOBYIOTLCA Y BUPOOHMYOMY npoueci APl abo 3miHa
BMpoOHWKa (BKIoYaloum, e HeobXgHo, MicLe npoBedeHHs
KoHTponto skocTi) A®I (3a BigcyTHOCTi cepTudikara
BiANOBIAHOCTI €BponenchbKin apmakonei y 3aTBepaXXeHOMY
[0Cbe)(BBeAEHHs1 HOBOro BMpobHWKka ADI 3 HagaHHAM
macTtep-canna Ha A®l) (BeegeHHss JogaTkoBoro BUpobHWKa
A®I onsa nonigiHinosoro crvpty The Nippon Synthetic
Chemical Industry Co., Ltd., AnoHis.

200.

NAHKPEATWUH

TabneTku, BKpUTI

o6 0onoHkoto,
KWLLKOBOPO3YMHHI MO
250 mr; no 10 Tabnertok
y 6nicTepi; no 1, abo no
2, abo no 5, abo no 6
6nicTepiBy mavui 3
KapTOHY

MAT "BiTaminn"

YKpaiHa

MAT "BiTaminn"

YkpaiHa

BHECEHHA 3MiH O peecTpaLiHuX Marepianis:
3MiHuM | TUny - 3miHa y napametpax cneuwndikauin Ta/abo
OOMYCTUMMX MEX, BU3HAYeHUX Y cneumdikauisx Ha APl, abo
BMXIOHWA/MPOMDKHWIA  MpOAYKT/peareHT, Lo
BUKOPUCTOBYIOTLCS Y npoLieci BupobHuuTBa AD| (iHLwi
3MiHK); CYNyTHS 3MiHa - 3MiHW y cneymdikauii Ta meTogax
BUNpoGYBaHHA 3a nokasHukamu: "Onuc”, "Po3unHHicTb",
"KinbkicHe BU3Ha4YeHHa" BiAMOBIAHO BUMOr MoHorpadii EP;
3MiHM y cneuwndpikalii Ta MmeTogax BunpobyBaHHS 3a
nokasHukom "CTyniHb nogpidHeHHs nopowky' (EP.2.9.12)
BiAMOBIAHO MarepianiB dipMu BUpOOHUKa; 3MiHu | Tuny -
HE3HaYHi 3MiHW Yy 3aTBepaXeHUX MeTodax BUMpobyBaHHS
T."lgeHTundikauis", "Brpata Macu npy BUCYLLYBaHHI"
BiAMOBIAHO BUMOr MoHorpadii EP

be3
peyernma

UA/0337/01/03

201.

NAHTEHOI1-
TEBA

Ma3b 5 % no 35 r masiy

TYOi; no 1 TyOi y

KapTOHHI KopoOui

TOB "TeBa
YkpaiHa"

Ykpai Ha

Bunyck cepit:
Mepkne Mmo6X,
HimeyumHa;
Bupo6H1uLTBO
Hepo3dhacoBaHoi
nPOAYKLIT,
nepBMHHa Ta
BTOPWHHA
ynakoBkKa,
KOHTPOMb SKOCTi:
Mepkne 'm6X,
HimevunHa

Hime4yuunHa

BHECEHHA 3MiH 40 peecTpauivHnx matepianis: 3MiHu | Tuny -
3MiHu Wwono 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay.
BBegeHHsi abo 3MiHM A0 y3aranbHEHNX AaHuX Npo CUCTeMy
dapmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
cuctemy papmakoHarnsay, 3miHa YIOBHOBaXKEHOI ocobu,
BiANOBIAanNbHOI 3a 3AiicCHeHHsT dpapmakoHarnsaay,
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
34iViCHEHHs bapmakoHarnsay B YKpaiHi, KL BoHa
BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
30iNCHEHHA hapMakoHarnsay (BKMYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
dapmakoHarnagy) 3MiHa KOHTaKTHUX A4aHUX YIOBHOBaXKEHO!
ocobu, BiANoBiganbHOI 3a hapMakoHarnsg. 3miHa micus
3[iMCHEHHA OCHOBHOI AiSANbHOCTI 3 hapmakoHarnsay. 3miHa
MiCLle3HaxOXXeHHs1 MacTep-daina. 3miHa 3asBHUKa
(BnacHuKa peecTpalinHOro MocBigYeHHs) (3rigHO Hakasy
MOS3 Big 23.07.2015 Ne 460)

bes
peuenma

UA/7142/01/01

202.

NMAHTOI AP

Kancynu, no 15 kancyn y

Mepyy

Hime4yumHa

BrpobHuK in bulk

LLsenuapisi/

BHECEHHS 3MIiH A0 peecTpauivHnx Marepianis: 3MiHv | Tuny -

bes

UA/10445/01/01
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onicTepi; no 6 bnictepie DapmacbtoTikan AuuHo ®apma Al, HimeuyunHa 3MiHV Woao be3neku/edekTUBHOCTI Ta hapmakoHarnsay. peyernmnma
Y KapTOHHIV Kopobui cImbX Lseviapis; BeenerHss abo 3MiHVM 40 y3aranbHEHNX [aHWX Mpo cUcTemMy
Mpooykuis in-bulk, apmakoHarnsay (BBeAeHHs! y3ararnbHEeHUX AaHuxX Mpo
BUPOGHWK, LLIO cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXKeHOI ocobu,
30iMCHI0E BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsagy,
nepBuHHE Ta KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHuKa Anist
BTOpWHHE 34iiCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
nakyBaHHs: BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
Knoke ®apma- 34iMiCHEHHA dbapmakoHarnsgy (BKIYauM KOHTaKTHI AaHi)
Cepsic 'M6X, Ta/abo 3MiHN y po3milLieHHi macTep-canna cuctemm
HimeyvumHa; dapmakoHarnsagy) 3miHa ynoBHOBaXKeHOI 0ocobu
Bupo6bHuk, wo BianoBiganbHOI 3a hapMakoHarnsg:
30iViCHI0E Litoyva pegakuis: Olaf Schicking/ Onad WukniH.
nepBuHHE Ta MponoHoBaHa pepakuis: Julia Bernschein/ bxkynis
BTOpPWHHE BepHLueH. 3MiHa KOHTaKTHUX AaHWX YIIOBHOBEKEHOI ocobu,
nakyBaHHa Ta BignoBiganbHOI 3a hapmakoHarnsg. 3MiHa KOHTaKTHOI
BignoBiganbHUA 3a ocobu BignosigansHoi 3a hapmakoHarnag: [itova pegakuis:
BUMYCK cepii: Kpacoscbkuii Tumyp JleoHigosud. lMpornoHoBaHa pegakuis:
Mepu, Papma MM6X BowiteHko AHTOH ["eoprifioBny. 3MiHa KOHTAKTHUX OaHWX
i Ko. KlaA, KOHTaKTHOI 0cobw, BiAnoBiganbHOI 3a dhapmakoHarnsg.
HimevumHa
203. | NEHTACA Tabnerkm DeppiHr LLisenuapis DeppiHr TM6X, HimeyunHa/ BHECEHHSI 3MiH 0 peecTpaLliviHux marepianis: 3a UA/4990/02/01
NPOrIoHroBaHoi  Aii no IHTepHeLUHn HimeyumHa LWsenuyapis 3MiHun | Tuny - nogaHHa oHoeneHoro CepTudikary peuyernnom
500 mr; no 10 Tabnertok Centep CA (BignoBsiganbHWiA 3a BignoBigHOCTI €Bponevicbkin capmakonei R1-CEP 2004-
y 6nicTepi; no 5 a6o 10 BUMYCK Cepii); 056-Rev 04 Big Bxe 3aTBepaxeHoro BupobHuka ans AdD|
6nicTepiB y KapTOHHI PeppiHr MecarnasuHy
Kopobui IHTepHeLUHn
Centep CA,
LLiBenu apia
(BUPOBHUL TBO)
204. | NIPALETAM- po34mH Ans iH ekyin, 200 IpAT Ykpal Ha, IMpAT YkpaiHa BHECEHHS 3MIH [0 peECTpaLivHuX MaTepianiB: yTOMHEHHSI 3a UA/3225/02/01
OAPHULUA Mr/Mn no5 mn B amnyni; "dpapMau eBTU4H YkpaiHa, "dapmau eBTn4Ha peecTpauinHoi npouenypy B Hakasi MOS3 Ykpainu Ne 629 Big peu,ernnom
no 5 amnyn y KOHTYpHIN a dpipma YkpaiHa dipma "OapHuus” 21.03.2019 - 3Minn | Tuny - 3miHKM 3 sikocTi. ADI.
YapyHKOBIM YNakoBLii; Mo "OapHuys" CrtabinbHicTb. 3mMiHa nepiogy MOBTOPHWX

2 KOHTYPHI YapyHKOBI
Y1aKOBKM B Mavui

BunNpobyBaHb/Mepiony 36epiraHHs abo ymoB 36epiraHHs AdI
(3aBigCYTHOCTI Y 3aTBepa>KeHOMY [O0Chbe cepTudikara
Bi4NOBIAHOCTI €BpoNenchLKin hapmakonei, Lo BKIYae
nepios MOBTOPHOrO BWMPoBYBaHHS)  (iHLi 3MiHK) - 3aMiHa
po3ainy «TepmiH 36epiranHs» Ha «[llepiog MOBTOPHOrO
BuNpoGyBaHHsa» Ans APl nipaueramy: 3aTBepaxeHo: Cpok
rogHOCTM 5 neT, c nocneayouM MepekoHTPoreMm;
3anporoHoBaHo: Cpok nepekoHTponsa 5 net. 3Minu | Tuny -
3MmiHn 3 sikocTi. APl KoHTponb APl 3miHay meTogax
BunpobyBaHHa A®Il abo BMXigHOrO Matepiany/npoMixHoro
NPOAYKTY/peareHTy, LU0 BUKOPVCTOBYETLCS Y MPOLEC
BMpoOHMLTBa A (He3HayHi 3MiHW Y 3aTBEPOKEHNX
MeTofax BunpobyBaHHs) - 3MiHa y MeTopax BUnpobyBaHHS
A®I 1. CynyTHi AOMIiLLKK, 3anuKoBa KifbKiCTb OpraHiyHmX
PO34YMHHUKIB, KinbKiCHE BU3HAYEHHA - YTOYHEHHA Ta
pedakuinHi npaeku y BignNoBigHICTb 40 BuMor JOY




KOHTPOSb SKOCTi:
XBM ®apma c.p.o.,

MponoHoBaHa pepnakuis: CasyeHko Omutpo CepriioBud.
3MiHa KOHTAKTHUX JaHWX KOHTaKTHOI 0COOW YTOBHOBaXKEH Of
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205. TTITAT PUTT® TabneTku, BKpUTI O-p Peagpi'c IHais O-p Peoai'c IHOis BHECEHHA 3MIiH [0 peecTpaLinHux Marepianis: 3MiHm | Tuny - 3a UA/10625/01/01
nniBKOBOIO 0B OMOHKOIO, Jlabopatopic Ilaboparopic Ilta ApmiHicTpaTvBHi 3MiHW. 3MiHa HaiMeHyBaHHA Ta/abo peyennom
no 75 mr no 10 Tabnerok nro agpecu Micus NPOBafXeHHA OisrIbHOCTI
y 6nictepi; no 3 BMPOBHMKa/imnopTepa roTOBOro fikapcbkoro 3acooy,
6nicTtepuy nmavui BKITHOYaK04M AiNbHULI BUNYCKY cepii abo micue npoBeaeHHst
KOHTPOIO SKOCTI. (AiNbHICTb, 3a SKY BiAnosiaae
BUPOG HUK/IMMOPTEP, BKIHOYaO4M BUMYCK Cepiil) 3MiHa
anpecu BupobHuka M3 O-p Peaai'c NMabopatopic Jita,
IHais, y 3B's13KY 3 peopraHisauieto wrartis IHaii, 6e3 3miHn
MicLs BUPOBHML TBa
BBegeHHsi 3MiH NpoTSIromM 6-TW MiCsILLIB NiCsi 3aTBEpAKEHHS
206. | MPOKTO- Kpem pekTanbHuiA no 30 Pekoppaari Ipnangin Pekoppari Itanis BHECEHHs1 3MiH [0 peecTpauiiHux Martepianis: 6e3 UA/4678/01/01
rniBEHON rKkpemy y Tyoi; no 1 Tybi Aineng Jltg IHpacTpia Ximika e 3MiHn | Tuny - nogaHHa oHoerneHoro CepTudikary peuerima
Yy KOMMMEeKTi 3 HacafKo dapmacesTika BianoBigHoCcTI €Bponeiicbkin chapmakonei R1-CEP 1996-
Y KapTOHHIW Mauui C.nA. 020-Rev 07 Bifg Bxe 3arBepaxeHoro BupobHuka Ans AdI
nigokai Hy rigpoxnopuay
207. NMPOMAHOPM® | Tabnetku, BKpUTI MPO.MELO.LIC Yecbka BMPOD HULL TBO, Yecbka BHECEHHS 3MiH [0 peecTpauivHnx Marepianis: 3MiHv | Tuny - 3a UA/5421/01/01
obornoHkoto, no 150 mr Mpara a.c. Pecnybnika nepBvHHe | Pecny6nika 3MiHu WwWopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuernnom
no 10 TabneTok y BTOPUHHE / BBeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
6nictepi; no 5 6nicTepis naKyBaHHS], CnoBaubka dapmakoHarnaay (BBEAEHHS y3ararnbHEHUX AaHuX Mpo
Y KapTOHHI Kopobui KOHTPOINb SIKOCTI, Pecny6nika cucTeMy chapmakoHarnsiay, 3MiHa YrOBHOBaXeHOI ocobu,
BWIMYCK Cepii: BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay;
NMPO.MEL.LIC KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuka Anst
lMpara a.c., Yecbka 30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKL0 BOHa
Pecnyonika; BiAMiHHa Bif yNOBHOBaXkeHOi 0cobW, BifnoBiganbHoI 3a
Republic 30iNCHEHHA dbapmakoHarnsay (BKTYaouM KOHTaKTHI AaHi)
BMPOB HUL TBO, Ta/abo 3MiHM y po3milLieHHi macTep-chalina cuctemm
NEPBUHHE | dapmakoHarnsagy) 3MiHa KOHTaKTHOI 0COOW YNIOBHOBEKEHOI
BTOpWHHE ocobu 3asiBHVKA, BiAMNOBIAanbHOI 3a hapmakoHarnsg B
naKysaHHs1, YkpaiHi. flitova pegakuis: byiHeHko Okcana Op'iBHa.
KOHTPOIb SIKOCTI: MponoHoBaHa pegakuis: CasyeHko Omurpo CeprivioBud.
XBM ®apma c.p.o., 3MiHa KOHTaKTHUX [aHUX KOHTaKTHOI 0COOM YOBHOBAXEH Oi
CnoBaubka ocobu 3asiBHVKA, BiAMNOBiAanbHOI 3a hapmakoHarnsg B
Pecnybnika YKpaiHi.
208. | MPOMAHOPM® | Tabnetku, BKpuTI MPO.MEL.LIC Yecbka BMPOOHULITBO, YUecbka BHECEHHA 3MiH A0 peecTpauinHux marepianis: 3MiHm | Tuny - 3a UA/5421/01/02
obornoHkoto, no 300 mr Mpara a.c. Pecnybnika nepBuHHE i Pecny6nika 3MiHv Wwopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuernnom
no 10 Tabnetok y BTOpPWHHE / BeenerHss abo 3MiHVM 40 y3aranbHEHNX [aHMX MpO cUcTeMy
6nicTepi; no 5 6nicTepie nakyBaHHs1, CnoBaubka apmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
Y KapTOHHIV Kopobui KOHTPOIb SKOCTI, Pecny6nika cucTeMy hapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
BUMYCK cepii: BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay,
NMPO.MELA.LC KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
Mpara a.c., Yecbka 34iViCHEHHA dbapmakoHarnsay B YKpaiHi, SKL0 BoHa
Pecnybnika; BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignoBiganbHoi 3a
Republic 34iViCHEHHA dhapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
BMPOBHUL TBO, Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cucTemm
nepBuHHE | dapmakoHarnaagy) 3MiHa KOHTakTHOI 0COOM YNOBHOBaXKEHOI
BTOPVHHE 0ocobu 3asBHMKA, BiAnOBiAanbHOI 3a papmakoHarnsg B
naKyBaHHS], YkpaiHi. fitova pegakuisi: bywHeHko OkcaHa HOp'iBHa.




76

I1p onoBskeHHs noaarka 3

Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
CnoBalbka ocobu 3asiBHMKA, BiAMNOBIgaMNbHOI 3a hapMakoHarns B
Pecnybnika YKpaiHi.
209. | NPOCTA3AH- Kancynu 3 Mictpan Kenitan Benuka BMPOGHULITBO, IcnaHis/ BHECEHHS 3MiH 40 peecTpauiHix martepianis: 3miHuv | Tuny - 3a UA/17058/01/01
BICTA MoawudikoBaHUM MeHemxmeHT BpuraHisa nepBuHHe, HimewunHa/ ApmiHicTpaTtvBHi 3MiHW. 3MiHa Ha3BK Nikapcbkoro 3acoby - peuermm
BUBINTbHEHHAM, TBEepPAi NimiTen BTOpPWHHE Mpeuis 3MiHa Ha3BW nikapcbkoro 3acoby: 3aTBepakeHo:
no 0,4 mr, no 10 kancyn nakyBaHHs, MPOCTASAH / PROSTAZAN 3anporoHoBaHo:
y 6nictepi, no 3 KOHTPOIb SIKOCTI, MPOCTASAH-BICTA /PROSTAZAN - VISTA (BsegeHHsi
GnicTepny KapTOHHIN BUMYCK Cepii: 3MiH NPOTSAroM 6-Tu MicsAuiB Nicns 3aTBepaKeHHS)
Kopobui CiHTOH XicnaHis,
C.N., Icnanis;
BMPOBHULL TBO,
nepsyHHe,
BTOPVHHE
naKyBaHHs,
KOHTPOIb SKOCTI:
PotTeHgopd
Papma MmM6X,
HimeyvunHa;
BMPOBHUL TBO,
nepsyHHe,
BTOPVHHE
naKyBaHHs,
KOHTPOSb SKOCTi:
damap AB.E.,
Mpeuis
210. | NYMIAH® Tabnetku, no 12 Pixapa biTTHep ABCTpIS Pixapa bitTHep Al ABCTpIS BHECEHHA 3MiH A0 peecTpauinHux marepianis: 3MiHm | Tuny - bes UA/10049/01/01
Tabnetok y 6nicTepi; no Al 3MiHv Wwopno 6e3neku/edekTUBHOCTI Ta hapmakoHarnsay. peuenma
1, 2, 3abo 4 6nictepny BBeneHHsi abo 3MiHM [0 y3aranbHeHUX AaHuX Npo CUCTEMY
KapTOHHI kopobui dapmakoHarnagy (BBeQEHHS y3ararnbHEHUX AaHuX Mpo
cucTemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsgy;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa Ans
34iiCHEHHA dbapmakoHarnsay B YKpaiHi, kL0 BoHa
BiAMiHHa Bif, yNOBHOBaXkeHOi 0cobW, BifnoBiganbHOI 3a
34iMiCHEHHA dbapmakoHarnsgy (BKIYauM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi macTep-canna cuctemm
dapmakoHarnaagy) 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
0ocobu 3 hapmakoHarnsay 3asBHUKa ANS 34iNCHEHHS
dapmakoHarnsagy B YKpaiHi.
211. MYPEIOH® po3umH Ans iHekyin, 100 LWepiHr-Nnay LLiBen apia H.B. OpraHoH HigepnaHo | BHeceHHs 3MiH [0 peecTpauinHux Marepianis: 3MiHv | Tuny - 3a UA/5023/01/03
MO/0,5 mn; no 0,5 mn CeHtpan lct Al " AnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHH Ta/abo peu,ernnom
(100 MO) y dpnakoi; no agpecu 3asiBHUKA (BacHWKa PeecTpaLiiHoOro nocBigyeHHs)
5 onakoHiB y KapTOHHI 3MmiHa agpecu 3asBHMKa
nadui
212. | NYPEFOH® po3uMH Ans iH'ekuin, 833 LWepiHr-Mnay LLisenapis BupoGH1uTBO HimeuwunHa/ | BHeceHHA 3MiH [0 peecTpauitHux Marepianis: 3Minm | Tuny - 3a UA/5023/01/01
MO/mn no 0,420 mn Centpan lct Al Hepo3dhacoBaHoi HigepnaHg AamiHicTpaTuBHi 3MiHW. 3MiHa HalMeHyBaHHS Ta/abo peuernnom
(300 MO/0,36 mn) abo npoayKkuii Ta " afapecy 3asiBHVKA (BracHWKa peecTpauiiHoro MocBigyeHHs!)
no 0,780 mn (600 nepBuHHa 3miHa agpecu 3asBHVKa
MO/0,72 mn)y yNaKoBKa,

KapTpuoxi, no 1

KOHTPOIb SKOCTI,
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KapTpuaKy Y BIAKPUTOMY
NnacTMKOBOMY NOTKY B
KOMMNeKTi 3 ronkamu, no
2 KOMMMEKTH ronox - 2
KapTOHHI KOpoGKM
(KOXeH KomnmekT no 3
rOnKu, KOXKHa rornka B
iHOVBIAYarnbHOMY
nnacTKOBOMY
KOHTEMHEPI) 'Y KapTOHHiIN
navui

TECTYBaHHs!
CTepUnbHOCTI Ta
BakTepianbH1xX
€HIOTOKCYHIB
roTOBOrO
niKapcbkoro 3acoby
(KOHTpOnb AKOCTI
Ta TeCTyBaHHA
cTabinbHoCTI),
BigyanbHa
iHCneKkuis:
Bertep ®apma-
PepturyHr MmoXi
Ko. KT, HimeuyunHa;
KoHTporb sikocTi,
TECTYBaHHs!
CTepUnbHOCTI Ta
BakTepianbH1xX
€HIOTOKCVHIB
roTOBOrO
nikapcbkoro 3acoby
(KOHTpOnb AKOCTI
Ta TeCTyBaHHA
cTabinbHoCTi),
BigyarnbHa
iHCneKkuis:
Bertep ®apma-
PepturyHr MmoXi
Ko. KT, HimeuyunHa;
BizyanbHa
iHCneKuis:
Bertep ®apma-
Peprurydr MmoXi
Ko. KT, HimewunHa;
KoHTponb sikocTi Ta
TECTyBaHHs
cTabinbHocTi,
BTOpPVHHA
ynakoBKa, [03Bin
Ha BUMYCK cepii:
H.B. OpraHoH,
HigepnaHgun

213.

MATUPYATKA

®IC

Tabnetku, no 10
Tabnetok y 6nicTepi, no
1 6nicTepy B nauui 3
KapTOHY

ToBapucTBO 3
[,00aTKOBOK
BignoBiganbHiCT
1o "IHTEPXIM"

YkpaiHa

ToBapucTBO 3
[,00aTKOBOK
BiMoBiganbHICTHO
"IHTEPXIM"

YkpaiHa

BHECEHHA 3MiH 40 peecTpaLiHuX Marepiarnis:
3MiHM | TUNy - 3aMiHa BMICTY Ail040i peqyoBuHN Yy "MT" 3aMiCTb
3a3HayeHoro B"r"y cneumdikauii Ta merogax
BUNPODYBaHHST MPOMIiXHWX MPOAYKTIB Ta roTOBOro
nikapcbKoro 3acoby; CYNyTHA 3MiHa - 3MiHWN Y MPOLIEeCi
BUPODHWLTBa rOTOBOrO MiKapcbKoro 3acoby, Bkovaoun
NMPOMDDKHWA MPOAYKT, L0 3aCTOCOBYETLCA MPU BUPODHUL TBI
roTOBOro Mikapcbkoro 3acoby

3a
peuernmom

UA/8698/01/01
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214. | PAHITUOUHY MOPOLLIOK (CYDCTaHLis) y TOB "KYCYM Ykpai Ha Capaka IHais BHECEHHS 3MiH [0 peecTpaLiHuX Marepianis: 3MiHu | Tuny - - UA/10050/01/01
rigPOXIIOPUA | noaBinHMX OAPM" Jlabopartopic AnmiHicTpaTuBHi 3MiHW. 3MiHa HaliMeHyBaHHS Ta/abo
nonieTuneHoBmx TNimiTen afpecy 3asiBHVKA (BracHWKa peecTpaliiHoro MocBifYeHHs).
naketax abo MmoTpirHMX 3MiHa HalMeHyBaHHS Ta agpecu 3asBHUKa
naMiHOBaHUX
antoMmiHieBNx naketax
Ans BUpobHMLTBA
HECTEepUIbHUX
nNikapcbkmx opm
215. | PEBMOKCUbB kancynu no 200 mMr no MAT YkpaiHa MAT YkpaiHa BHECEHHSI 3MIH [0 peecTpaLiviHux Marepianis: 3a UA/3808/01/01
10 kancyn y 6nictepi, no | "KwviBmeanpenap "KviBMmennpenapar 3MiHn | Tuny - 3min Wwopo 6esnekn/epekTMBHOCTI Ta peuernom
1 6nicTepy B nayui ar" " dapmakoHarnsay - OHOBIEHHS BXe 3aTBEPAXEHOro TeKCTY
MapKyBaHHS BTOPVHHOI Ta MEPBMHHOI YMaKkOBKW MiKapCbKOro
3acoby (BHECEHHS MO3Ha4YeHb OAVHWLb BUMipOBaHHS, 3
BUKOPUCTaHHAM NiTep NaTuHCLKOro andasiTy). BeeaeHHs
3MiH NPOTAroM 6-Tu MicsALiB NiCNs 3aTBepAXKEHHS
216. | PEMEHC® Tabnetku, no 12 Pixapg biTTHep ABCTpIS Pixapa bitTHep Al ABCTpIS BHECEHHA 3MiH [0 peecTpaliHUX Marepianis: 3MiHu | Tuny - be3 UA/10052/01/01
Tabnetok y 6nicTepi; no Al 3MiHu Wwopo 6e3nekn/edhekTUBHOCTI Ta papmakoHarnsay. peuenma
1, 2, 3abo 4 6nictepuy BBeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
KapTOHHI KopoOui dapmakoHarnaay (BBEAEHHS y3ararnbHEHUX AaHuX Mpo
cucTeMy chapmakoHarnsiay, 3MiHa YrOBHOBaXeHOI ocobu,
BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuka Anst
30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKL0 BOHa
BiAMiHHa Bif yNOBHOBaXkeHOi 0cobW, BifnoBiganbHoI 3a
30iNCHEHHA dbapmakoHarnsay (BKTYaouM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-chalina cuctemm
dapmakoHarnsay) - 3MiHa KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu, BignosiganbHoi 3a dapmakoHarnsg
217. | PEMMAKC-KB TabneTku XyBanbHi 3 AT "KMIBCbKA YKpaiHa AT "KMIBCbKUN YkpaiHa BHECEHHA 3MiH O peecTpaLinHuX Marepianis: be3 UA/12125/01/01
anenbCYHOBUM CMaKoM BITAMIHHNI BITAMIHHUI 3MiHu | Tuny - 3miHa po3mipy cepii (BKIO4ako4ymM gianasoH peuenima
no 6 Tabnerok y 3ABOO" 3ABOO" pO3Mipy cepii) roToBOro nikapcbkoro 3acoby - 36iNnbLUeHHs
6nictepi; no 3 6nictepn po3Mmipy cepii y NpoLeci BUpOOHMLLTBA FOTOBOIO f1iKapCbKoro
y navui 3acoby; 3anponoHoBaHo: Posmip cepii - Ans ynakosku Ne 18
- 5000 yn.- 10000 yn.- JopaTtkoBwi po3mip cepii - 20000 yn.;
3MiHu | TUny - 3mMiHW y nNpoueci BUPOBHULTBA rOTOBOrO
nikapcbkoro 3acoby, BKIHOYaYM NPOMIXKHUA MPOQYKT, LLO
3aCTOCOBYETLCS NPU BMPOOHWLTBI FOTOBOTO MiKapCbKOro
3acoby - 3MiHW Y MPOLLECi BUPOOHMLITBA MPOMIXKHOI NPOAYKLiii
Ans poamipy cepii 06’emom 20000 yn., acame:
HanpaLoBaHHA FpaHynsTy MpOBOAWTLCS 3a ABa
3aBaHTaXeHHs1 3 nojanbluMM 06’ efHaHHSM, OMydpeHHsM Ta
OTPUMaHHAM Macu ANs TabneTyBaHHs B KOHTEAHEPHOMY
3MiLLyBavi
218. | PEMMAKC-KB TabneTku xyBanbHi 3 AT "KWIBCBbKNW YkpaiHa AT "KMIBCbKW YkpaiHa BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: 6e3 UA/12126/01/01
MaruvHOB/M CMakoM Mo BITAMIHHNI BITAMIHHUI 3MiHu | Tuny - 3miHa po3mipy cepii (BKIo4ao4ym gianasoH peuenima
6 Tabnertok y 6nicrepi; 3ABOLO" 3ABOLO" pO3Mipy cepii) roToBOro nikapcbkoro 3acoby - 36iNnbLUeHHs

no 3 6nictepuy nayui

po3Mipy cepii y NpoLeci BUpOOHMLLTBA FOTOBOIO f1iKapCbKoro
3acoby; 3anponoHoBaHo: Posmip cepii - Ans ynakosku Ne 18
- 5000 yn.- 10000 yn.- JopaTtkoBui po3mip cepii - 20000 yn.;
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

3MiHM | Tuny - 3MiHW y Npoueci BUPODHULTBA rOTOBOrO
nikapcbkoro 3acoby, BKIHOYa4YM NPOMIXKHUA MPOQYKT, O
3aCTOCOBYETHLCA NMPU BMPOBHULTBI FOTOBOrO MiKapcbKoro
3acoby - 3MiHM Y MPOLLECi BUPOOHMLITBA MPOMIXKHOI MPOAYKLii
Ans po3mipy cepii 06’emom 20000 yn., acame:
HanpauoBaHHA TpaHynsATy NpoOBOAMTLCS 3a ABa
3aBaHTaKEHHA 3 nofanbLlMM 06’efQHaHHAM, OnyapeHHsM Ta
OTPMMaHHAM Macu Ans TabneTyBaHHA B KOHTEHEPHOMY
3MiLLyBavi

219.

PEMMAKC-KB

TabneTku XyBanoHi 3
M'SATHUM CMakoMm o 6
Tabnetok y 6nicTepi; no
3 6nicTepny nadui

AT "KNIBCbKNI
BITAMIHHUW
3ABO["

YKpaiHa

AT "KNIBCBKUW
BITAMIHHUW
3ABOO"

YKpaiHa

BHECEHHSA 3MiH 10 PeeCcTpaLinHMX Marepianis:
3MiHM | TUNy - 3miHa po3mipy cepii (BkMntoyalo4n gianasoH
pO3Mipy cepii) roToBOro nikapcbkoro 3acoby - 36inbLUeHHs
po3mipy cepii y npoueci BUPOOHMLITBA FOTOBOTO MiKapCbKOro
3acoby; 3anporoHoBaHo: Posmip cepii - Ansa ynakosku Ne 18
- 5000 yn.- 10000 yn.- OopaTtkoBui po3mip cepii - 20000 yn.;
3MiHuM | Tuny - 3mMiHW y npoueci BUPOBHULTBA rOTOBOIO
nikapcbkoro 3acoby, BKIHOYAKYM NPOMIXKHUIA MPOQYKT, LLO
3aCTOCOBYETLCS MPU BUMPOOHWLITBI FOTOBOTO MiKapCbKOro
3acoby - 3MiHW Y MPOLLECi BUPOOHWLITBA MPOMIXKHOI MPOAYKLii
Ans po3mipy cepii 06’emom 20000 yn., acame:
HanpauoBaHHA paHynsTy NpoBOAMTLCS 3a ABa
3aBaHTaXeHHs1 3 nojanbluMM 06’ efHaHHSIM, OMydpeHHsM Ta
OTpMMaHHAM Macu Ans TabneTyBaHHA B KOHTEHEPHOMY
3MiLLyBavi

be3
peuennma

UA/11362/01/01

220.

PUCMNEPOH®

TabneTku, BKpUTi
nniBKOBOIO 0B OMOHKOIO,
no 4 mr, no 10 Tabnerok
6nicTtepi, no 3 6nicTepn
Y KapTOHHIA nayui

3AT
"OAPMIIICA"

JluToBcbka
Pecnybnika

BATIKAH®APMA-
OYMHULA AL

Bonrapis

BHECEHHS 3MiH [0 peecTpauiHix marepianis: 3miHu | Tuny -
AnmiHicTpaTyBHi 3MiHN. BunydeHHs BUpOOHWYOI AinbHULI
(Bkntovatoum ginbHuui ons AdI, npomixHoro npogykTy abo

rOTOBOrO MiKapCbKoro 3acoby, AinbHULI AN NPOBEAEHHS
nakyBaHHsl, BUPOOHMKa, BigNOBiganNbLHOrO 3a BUMYCK Cepii,
MiCLie MPOBEOEHHA KOHTPOMIO cepii ) abo nocTavanbHuka
BUXIHOTO MarTepiany, peareHTy abo [0MoMiXXHOI pevoBUHM
(SKLLLO 3@3HaYEHO Y AOCBE) - BUNMYMEHHS BUPOO HUYOI
ainbHnui ana M3 Aktaeic exd., IcnaHgis

3a
peyernmm

UA/13764/01/01

221,

PACTHEPOH®

TabneTku, BKpUTI
NNiBKOBOK 0D OMOHKOLO,
no 2 mr, no 10 Tabnerok
6nictepi, no 3 6nictepn
Y KapTOHHIA nayLi

3AT
"®APMIITA"

JIuToBCbKa
Pecnybnika

BEATTKAHOAPMA-
OYMHWLA AL

bonrapis

BHECEHHS 3MIH [0 peecTpauivHix marepianis: 3mMiHu | Tuny -
AaMmiHicTpaTuBHI 3MiHW. BunydeHHs BUPOOHWYOI AinbHUL
(Bkntovatoum ginbHuui ons AdI, npomixHoro npogykTy abo

rOTOBOrO MiKapCbKoro 3acoby, AinbHULI AN NPOBEAEHHS
nakyBaHHsl, BUPOOHUKa, BiANOBi4aNbLHOrO 3a BUMYCK Cepii,
MiCLie MPOBEAEHHA KOHTPOMIO cepii) abo nocTavanbHuKa
BUXIHOTO MarTepiany, peareHTy abo J0MoMiXXHOI pevOBUHN
(SKLLLO 3@3HaYEHO Y AOCBE) - BUNMYMEHHS BUPOO HUYOI
ainbHuui Ans M3 Aktaeic exd., IcnaHgis

3a
peuennom

UA/13764/01/02

222,

PI3BONTAH®

Tabnetkmno 10 mr, no 3
Tabnetkuy 6nictepi no
1, 2 abo 3 6nictepny
KapToHHIM nadui; no 10
Tabnetok y 6nicTepi; no
1 6nicTepyy KapTOHHIn
navui

TOB "®apma
Crapt”

YKkpaiHa

TOB "®apma
Crapt”

YkpaiHa

BHECEHHA 3MiH [0 peecTpauinHux Marepianis: 3MiHm | Tuny -
3MiHu 3 sikocTi. MoToBWi nikapcbkun 3aci6. 3miHn y
BUPOGHML TBI. 3MiHa po3Mipy cepii (Bkmtoyatoum fgianasoH
po3Mipy cepii) roToBoro nikapcbkoro 3acoby (3MeHLUeHHs1 40
10 pasiB) BBeAeHHsI 400aTKOBOro po3mipy cepii roToBoro
nikapcbkoro 3acoby. 3arsepmxero: 19,0 kr (100 000
Tabnetok) 66,5 kr (350 000 Tabnetok) 228,0 kr (1200 000
Tabnetok) 3anponoHoBaHo: 9,0 kr (47 368 Tabnetok) 19,0 kr

3a
peuennom

UA/15160/01/01
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
(100 000 Tabnetok) 66,5 kr (350 000 Tabnerok) 228,0 kr
(1200 000 Tabnerok)
223. | POCYKOP 10, TabneTku, BKpUTI ToppeHT IHais ToppeHT IHgia BHECEHHSI 3MiH A0 peecTpauiviHux marepianis: 3a UA/13971/01/01
NriBKOBOIO 0DOIMOHKOK dapmacbtoTikarn dapmacbtoTikanc 3minu | Tuny - noganHs Hoeoro Ceptudikaty RO-CEP 2015- peu,ernnom
no 10 mr, no 10 clitp o 188-Rev 02 ansa A®l Po3yBacTaTuH KanbLito Big Bxe
Tabnetok y 6nicTepi, no 3aTBEpPAXEHOro BUPOOHMKA, SK HACMi[OK YTOMHEHHS Ha3BM
3 6nicTepu y KapTOHHIN BMpobHUKa AdI
Kopob Ui
224. | POCYKOP 20 TabneTku, BKpuTI ToppeHT IHgis ToppeHT IHgisa BHECEHHA 3MiH 0 peecTpaLiiHuX Marepiarnis: 3a UA/13971/01/02
nniBkoBoOO 060OHKOK dapmacbtoTikan dapmacktoTikanc 3MiHm | Tuny - noganHa Hoeoro Ceprudikary RO-CEP 2015- peuyernnom
no 20 mr, no 10 clitg Itg 188-Rev 02 gnsa A®| Po3yBacTaTuH KarnbLiito Big Bxe
Tabnetok y 6nicTepi, no 3aTBEPAXEHOrO0 BUPOOHMKA, SK HACMiJOK YTOYHEHHS Ha3BM
3 OnicTepu y KapTOHHIN BMpobHUKa AdI
Kopob Ui
225. | CUNOOKALO TabneTku, BKpUTI [bxyoinaHT IHais [bxyoinaHT IHais BHECEHHSI 3MIiH 0 PEECTPALiVHUX MaTepianis: 3a UA/13706/01/01
060roHKo Mo 25 mr, no [breHepikc [bkeHepikc NimiTen 3MiHu | Tuny - 3minun Wwopno 6esnekn/edekTUBHOCTI Ta peuernnom
4 abono 10 Tabnerok y NimiTen hapmakoHarnsay, 3amiHa rpadivyHoro 300 paxeHHs
6nictepi; no 1 6nictepy NEepBVHHOI Ta BTOPWMHHOI YNAKOBKWM Ha TEKCT MapKyBaHHS
Y KapTOHHI Kopobui NEPBMHHOI Ta BTOPVHHOI YNaKoBKWU 3 BiNOBIAHUMY 3MiHaMK
[0 po3A4iniB MenodiB KOHTPOIMIO SIKOCTi Mikapcbkoro 3acoby
(po3gin «MpadiuHe opOpMIEHHS» 3aMiHEHO po3Ainom
«MapkyBaHHs»), Ta/4ofgaBaHHA MapKyBaHHS A5is 3aTBep
OpxeHol yrakosku in bulk Ne 5000
226. cunaokKkAan TabneTku, BKpUTi bxyoinaHT IHais bxyoinaHT IHgis BHECEHHSI 3MiH [0 peecTpauiiHux Marepianis: - UA/13707/01/01
060MnoHKoo, Mo 25 Mrin [hreHepikc bxeHepikc TimiTen 3MiHM | Tuny - 3miHn Woao 6e3nekn/edpekTUBHOCTI Ta
bulk no 5000 Tabnetok Nimiten hapmakoHarnsay, 3amiHa rpadivyHoro 300 paxeHHs
y nakeTax MEepBVHHOI Ta BTOPWMHHOI YNaKOBKWM Ha TEKCT MapKyBaHHS
NEPBMHHOI Ta BTOPVMHHOI YNakoBKWU 3 BiAMOBIAHUMY 3MiHaMM
[0 po3A4iniB MenoaiB KOHTPOIMIO SIKOCTI Mikapcbkoro 3acoby
(po3gin «MpadiyHe ohOpMIEHHS» 3aMiHEHO Po3Ainom
«MapkyBaHHs»), TagodaBaHHs MapKyBaHHs A5 3aTBep
axeHoi ynakoBku in bulk Ne 5000
227. | cungokKAn TabneTku, BKpuTi bxyinaHT IHais bxyoinaHT IHgis BHECEHHSI 3MiH 40 peeCTpaLiiHux Marepianis: 3a UA/13706/01/02
obornoHkow, Mo 50 mr, [bxeHepikc [xeHepikc JlimiTeq 3MiHM | Tuny - 3minv Wwoao 6esnekn/edpekTUBHOCTI Ta peuernnom
no 4 abono 10 JlimiTen apmakoHarnsaay, 3amiHa rpadpivHoro 306 paxeHHst
Tabnetok y 6nicTepi; no MEepBUHHOI Ta BTOPWMHHOI YNaKOBKW Ha TEKCT MapKyBaHHS
1 6nicTepyy KapTOHHIn NEepBMHHOI Ta BTOPVMHHOI YNAKOBKW 3 BiAMOBIAHUMUN 3MiHaMu
Kopob Ui [0 po34iniB MenoAiB KOHTPOMIO SKOCTI Nikapcbkoro 3acoby
(po3gin «pachiyHe odhOpMITEHHA» 3aMiHEHO PO34iNoM
«MapkyBaHHs»), TaJogaBaHHs MapKyBaHHsi O5isi 3aTBeEp
axeHoi ynakoBku in bulk Ne 5000
228. CUNQOOKAL TabneTku, BKpuTI [bxyoinaHt IHais [bxyoinaHTt IHois BHECEHHSI 3MiH 40 pEECTpaLiviHUX Marepianis: - UA/13707/01/02
obornoHkoto, no 50 mrin [xeHepikc [xeHepikc JlimiTeq 3MiHM | Tuny - 3miHv Wwoao 6esnekn/epekTUBHOCTI Ta
bulk no 5000 Tabnetok Nimiten hapmakoHarnsgy, 3amiHa rpadivyHoro 306 paxeHHs
y nakerax MEepBVHHOI Ta BTOPWHHOI YNAaKOBKW Ha TEKCT MapKyBaHHS
NEPBMHHOI Ta BTOPVHHOI YNaKoBKWU 3 BiANOBIAHUMY 3MiHaMM
no po3ginis MKA N3 (pos3gin «MpadiyHe odopmmeHHs»
3amiHeHo po3ginom «MapkyBaHHS»), Ta4oAaBaHHs
MapKyBaHHA A5 3aTBepaXeHoi ynakoBku in bulk Ne 5000
229. | CUNOOKALO TabneTku, BKpUTI [hrydinaHT IHais [bxyoinaHt IHais BHECEHHS 3MIiH [0 PEECTPALiIVHUX MaTepianiB: 3a UA/13706/01/03
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
obonoHkoto, no 100 mr, [hkeHepikc [hxkeHepikc JlimiTeq 3MiHuM | TUny - 3mMiHN W oo 6esnekn/epekTUBHOCTI Ta peuernnom
no 4 abono 10 JlimiTen apmakoHarnsay, 3amiHa rpadpivyHoro 306 paxeHHst
Tabnetok y 6nicTepi; no MEepPBVHHOI Ta BTOPWHHOI YNaKOBKW Ha TEKCT MapKyBaHHS
1 6nicTepyy KapTOHHI NEepPBMHHOI Ta BTOPWMHHOI YNAKOBKW 3 BiAMOBIAHUMUN 3MiHaMK
Kopob Ui [0 po3ainiB MenoAiB KOHTPOMO SKOCTI Nikapcbkoro 3acoby
(po3gin «pachiyHe odhOpMITEHHA» 3aMiHEHO PO34iNoM
«MapkyBaHHs»), TaJogaBaHHs MapKyBaHHs O5isi 3aTBep
AxeHoi ynakosku in bulk Ne 5000
230. CUNOoOKAL TabneTku, BKpuTI [bxyoinaHt IHais [bxyoinaHt IHois BHECEHHSI 3MiH 40 PEECTPaLivHUX MaTepianis: - UA/13707/01/03
oboroHkoto, no 100 mr [breHepikc IbkeHepikc NimiTen 3MiHuM | Tuny - 3miHv Wwoao 6esnekn/epekTUBHOCTI Ta
inbulk no 5000 JlimiTen apmakoHarnsay, 3amiHa rpadpivHoro 306 paxeHHst
TabneTok y nakerax NEPBUHHOI Ta BTOPWMHHOI YNaKOBKU Ha TEKCT MapKyBaHHsI
NEPBMHHOI Ta BTOPWMHHOI YNaKoBKWU 3 BiANOBIAHUMY 3MiHaMM
[0 po34iniB MenoAiB KOHTPOMO SKOCTI NikapcbKoro 3acoby
(po3gin «pachiuHe ohOpPMITEHHA» 3aMiHEHO PO34iNoM
«MapkyBaHHs»), TaJogaBaHHs MapKyBaHHsi O5isi 3aTBep
axeHoi ynakosku in bulk Ne 5000
231. | CTPENTOMILUWM | nopowwok Ans po3ynHy MAT Ykpai Ha MAT YkpaiHa BHECEHHS 3MIH A0 peecTpauivHnux marepianis: 3a UA/3790/01/01
H ansiH'ekuinno 0,5 r "KviiBMmeanpenap "KviBMmeanpenapar 3MiHuM | Tuny - 3miHv Wwoao 6esnekn/epekTUBHOCTI Ta peuernnom
dnakoH 3 nopolukom; 10 ar" " dapmakoHarnsay - OHOBMEHHSI BXE 3aTBEPAXEHOro TEKCTY
hNaKoHiB 3 MOPOLLKOM Y MapKyBaHHS BTOPVHHOI Ta MEPBWHHOI YMaKkOBKW MiKapCbKOro
KOHTYPHI YapyHKOBIN 3acoby (BHECEHHS NO3Ha4YeHb OAMHWLb BUMIipIOBaHHS, 3
ynakosui; no 1 BUKOPUCTaHHAM NiTep NaTuHCbKOro andasiTy). BeeaeHHs
KOHTYPHIA YapyHKOBIN 3MiH MPOTAroM 6-Tu MicsLiB Nicns 3aTBepAXKEHHS
YNakoBLi B navli
232. | CTPENTOMIUMW | nopoLiok Anis po3unHy MAT YkpaiHa MAT YkpaiHa BHECEHHA 3MiH 0 peecTpaLiHuX Marepiarnis: 3a UA/3790/01/02
H ansiHekuinno 1,0 r "KviBMmeanpenap "KviBmeanpenapat 3MiHM | Tuny - 3miHn Woao 6e3nekn/edpekTUBHOCTI Ta peuernnom
dnakoH 3 nopotukom; 10 ar" " dapMakoHarnsay - OHOBIEHHA BXe 3aTBEPAXEHOro TEeKCTY
P MaKoHIB 3 MOPOLLKOM Y MapKyBaHHSi BTOPWMHHOI Ta MEPBUMHHOI YNaKOBKW fiKapCbKoro
KOHTYPHIA YapyHKOBIN 3acoby (BHECEHHS MO3HAY€Hb OOMHWLb BUMIipIOBaHHS, 3
yrakosui; no 1 BMKOPWUCTaHHAM NiTep NaTuHCbKoro andasiTy). BeeaeHHs
KOHTYPHI YapyHKOBIN 3MiH NPOTAroM 6-TW MicALiB NiICNSA 3aTBEPAXKEHHA
y1akoBLi B nadui
233. | CTPYKTYM® kancynu Teepai no 500 Mep ®abp dpaHuin M'ep ®abp dpaHuin BHECEHHS 3MiH 0 peecTpauitHux Marepianis: 3MiHu | Tuny - 3a UA/7504/01/01
Mr; no 12 kancyn y MenvkameHt MenvkameHt 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapmMakoHarnsay. peu,ernmmom
6nictepi; no 5 6nictepie MNpogakLwH BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
Y KapTOHHIN yNaKoBLi; dapmakoHarnaay (BBEOEHHS Y3ararnbHEHUX AaHWX Mpo
no 20 kancyn y 6nicTepi; cucteMy chapmakoHarnsiay, 3MiHa YrOBHOBaXXEHOI ocobu,
no 3 6nicrepuy BiAnOBiganbHOI 3a 34iMCHEHHA hapMakoHarnsagy;
KapTOHHIN yrakoBL,i KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
30iiCHEHHs (bapmakoHarnsay B YKpaiHi, sKLLO0 BoHa
BiMiHHa Bif yNOBHOBaXkeHOI 0co6W, BignoBiganbHOI 3a
3iNCHEHHA bapmakoHarnsay (BKTYayy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
dapmakoHarnsagy) - 3miHa KOHTaKTHUX JaHuX
JOBHOBaXXEHOI  0COOM 3asiBHUKA, BignosiganbHoi 3a
3[iNCHEHHs hapmakoHarnsay.
234. | CYCTAMAP® TabneTku BKpUTI Ecnapma Mm6X HimeuunHa ecnapma ®apma HimeyunHa BHECEHHA 3MiH 40 peecTpaLiHuX Marepiarnis: bes UA/12869/01/01
NniBKOBOIO 060MOHKO0, Cepgices 'M6X, 3MiHM | TUNy - 3miHa B Cknagi rotoBoro nikapcbkoro 3acoby, peyenma

no 480 mr; no 10

HimeyumHa

a came: BBEOEHHs iHTepBany AN KiflbKiCHOro BMiCTy
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
Tabnetok y bnicTtepi; no (nepBuHHE NaKTOo3M MOHOTIApaTy Ta MarHito cteapaty 3anporoHOBaHO:
2 abono 5 abo no 10 naKyBaHHsl, JlakTo3m moHorigpar 121,08 — 125,25 mr, MarHito cteapar
6nicTepiB y KapTOHHI BTOPVHHE 417 - 8,34 mr
Kopob L nakyBaHHs); Papma
BepHirepone Mm6X,
HimeuumHa
(BUPOBHUL TBO
Hepo3dacoBaHoro
NPOAYKTY,
nepBuHHe
naKyBaHHsi,
BTOPUHHE
naKyBaHHsi,
KOHTPOMb SKOCTI,
BUMYCK Cepii)
235. | TAHAKAH® TabneTku, BKpUTI INCEH ®APMA ®paHuin BO®YP INMCEH DdpaHuis BHECEHHSI 3MiH [0 peecTpaLiviHux marepianis: 3mMiHu | Tuny: be3 UA/9822/01/01
obornoHkoto, rno 40 wmr, IHOYCTPI 3minu 3 sikocTi. MoToBWi nikapcekun 3aci6. Onuc Ta cknapg, peuyerma
no 15 Tabnerok y (iHWi 3MiHKW) - BHeCeHHA 3MiH go po3ainy «Cknag» y
6nictepi; no 2 abo 6 MeToAax KoHTporto skocTi IT13: npvBeneHHs y BiQNOBIAHICTb
6nicTepiB y KapTOHHIl [0 peecTpaLiiHux marepianis 4OCbE, @ Came YTOYHEHHS
Kopobui TepaneBTUYHUX Mapkepis Ans A®I 3 pegakLinHimm
npaBkamu cknagy (cknag 13 6yno 3anpornoHoBaHO
CKOPOYEHOI (POpMOL0) Ta 3a3HayeHHsM Homepy «E» ans
OOMOMKHOI pevoBuHM runpomernosa (E 464) BeegeHHst 3MiH
NpOTSAroM 6-Tu MicsUiB MiCNA 3aTBEPAXEHHS; 3MiHM | TUny:
3MiHn Wwono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay
(iHLWi 3MiHW) - BHECEHHS1 3MiH [0 TEKCTY MapKyBaHHs Ha
BTOPUHHIM YMaKoBLIi (OHOBNEHHA TEKCTYMapKyBaHHS); 3MiHW
BHECEHi B iHCTPYKLi0 AN MEQUYHOro 3acTOCyBaHHs Y p.
"Cknag" (aitoya pevoBuHa), SK HacMifoK - BiANOBIAHI 3MiHN y
TEKCT MapKyBaHHs1 YNaKoBKU Mikapcbkoro 3acoby. 3MiHu
BHECEHi Y TEKCT MapKyBaHHSA LLLOAO yTO4HeHHs p. "Cknag"
(BBegeHHst 3MiH MpoTAroM 6-Tu MicsauiB nicns
3aTBEPAXEHHS)
236. | TAYOOH- Kpanni o4Hi, po3uumH, 40 MpAT YkpaiHa MpAT YkpaiHa BHECEHHSI 3MiH [0 peecTpauiviHux marepianis: 3a UA/1894/01/01
OAPHULUA Mr/Mn; "dpapmaL eBTU4H "dapmaL eBTn4Ha 3MiHuM | TUNy -3miHa po3mipy cepii (BKnoYaloum giana3oH peuernnom
no 5 mn abo10 mny a dpipma dipma "OapHuus” po3Mipy cepii) roroBoro nikapcbkoro 3acoby (36inbLueHHs 4o
dnakoHi no 1 pnakoHy B "OapHuys" 10 pasiB MOPIBHAHO i3 3aTBEPAXEHUM PO3MipPOM ); CYMYTHS
naJui 3MiHa: BBEAEHHA [04aTKOBOro po3mipy cepii roroBoro
nikapcbkoro 3acoby - 450n. BHacnigok 36inbLieHHs po3mipy
cepii MogoBXeHO TepMiH 36epiraHHa MPOMIXKHOro MPOOYKTY 3
24 rogvH go 28 rogwH, 3anporioHoBaHo: 160 n (34,78 Tuc.
dn.no 5mn, 16,84 Tuc. dpn.no 10 mn); 330 n (71,74 Tuc.
dn.no 5mn, 34,74 Tuc. dpn. no 10 mn); 450 n (97,83 Tuc.
¢n.no 5wmn, 47,37 Tuc. dn.no 10 mi)
237. | TADJIOTAH® Kpanni o4Hi, 15 mMkr/mn; Canten AT PiHnaHgina Canten AT DiHnaHaina BHECEHHA 3MiH O peecTpauiiHuX marepianis: 3MiHn | Tuny - 3a UA/9952/01/01
no 0,3 mn y To6 K- 3MiHv Wwono 6e3nekn/edekTMBHOCTI Ta chapmakoHarnsay peuernnom

KpanenbHuui; no 10
THOOVK-KpanenbH1Lb Yy
nakeri i3 gonbru; no 3

(iHWi 3miHK) - OHOBMEHHS BXE 3aTBEPOXKEHOTO TEKCTY
MapKyBaHHS MEPBVHHOI Ta BTOPUHHOI ymakosku J13, 3
BHECEHHSIM HE3HaYHVX 3MiH 10 TEKCTY MapkyBaHHsl, acame
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Ne Haszea ®dopma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauitina npoyedypa Ymoesu Homep
n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
NakeTn B KapTOHHIN BUOAMEHHS TEKCTY MapKyBaHHS 3 MEPBUHHOI YMakOBKMW
Kopob L THOOMK-KpanenbHULi Ta BTOPUHHOI  YTaKOBKM POCINCLKOI
moBu (BBeneHHst 3MiH npoTsarom 6-Tu MicsauiB nicns
3aTBEPAXEHHS)
238. TEJIMICTAHD Tabnetknno 80 mr/ 25,0 KPKA, o.4., CnoBeHisi KPKA, o.a., Hoeo CnoBeHisi BHECEHHS! 3MiH [10 PEECTpaLinHAX MaTepianis: 3a UA/15860/01/01
80 Mr, no 7 Tabnertok y HoBo mecto MECTO peuyernnom
Gnictepi; no 2abo 4, 3MiHn | TUny - noaaHHs oHoBreHoro Ceptudikary
a6o 8, abo 12, abo 14 BiANOBIAHOCTI EBponeVichbkiit apmakonei R1-CEP 2000-
Sgéggiﬁ’% ';%plgg:::TOK 091-Rev 03 Bif BXe 3aTBEpOXEHOro BUPOGHUKa Ans AdI
y 6nictepi; no 3 abo 6, riApoxnoporiasvay
abo 9, abo 10 GnicTepiB
Y KapTOHHIVi Kopobui
239. TENMMICTAH Tabnerkuno 40 mr/ 12,5 KPKA, o.4., CnoseHisi KPKA, o.a., Hoeo CnoBeHist BHECEHHS! 3MiH [10 PEECTpaLinHAX MaTepianis: 3a UA/15859/01/01
40, Mr, no 7 Tabnertok y Hoso mecTo MecTo peuermom
6nictepi; no 2a6o 4, aminm | Tvny - noganHa oHoeneHoro CepTudikary
a6o 8, abo 12, abo 14 BignosigHocTi €Bponelickkin dapmakonei R1-CEP 2000-
GnicTepi y kapToHHil 091-Rev 03 Big Bxe 3aTBepaxeHoro BupobHuka ans Ad|
kopobui; no 10 Tabnerok rinpoxnopoTiasuay
y 6nictepi; no 3 abo 6,
abo 9, abo 10 GnicTepiB
Y KapTOHHIN KOpob L
240. TEUEHTPUK® KOHUeHTpaT ans d.XochphmaHH- LLiBenu apis BMPOB HULITBO HimeuyunHa/ | BHeceHHst 3MiH 40 peecTpauiiHiX MaTepianis: 3miHu | Tvny - 3a UA/15872/01/01
PO34uMHy AnS iHDY3in no Ja Pow Jltg Hepo3dacoBaHol LseviLapis 3MiHu Wopo 6esnekn/edekTUBHOCTI Ta papmakoHarnsay. peuernom
1200 mr/20 mn no 20 mn npoayKuii, BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
y donakoHi; mo 1 nepsuHHe dapmakoHarnsaay (BBedeHHs y3ararnbHEeHVUX AaHuxX Mpo
PMaKoHy y KapTOHHIN nakyBaHHs1, cucTeMy hapmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
Kopob L BUNPOG yBaHHS BiANOBIAaNbHOI 3a 3AiViCHEHHS dbapMakoHarnsagy,
KOHTPOIO SKOCTi: KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
Pow [jarHocTurkc 30iViCHEHHs (bapmakoHarnsay B YKpaiHi, sKLL0 BoHa
M6 X, HimevunHa BigMiHHa Bif YNIOBHOBaXXeHOI 0cobu, BignosiganbHoi 3a
BUNPOG yBaHHs 30iNCHEHHA bapMmakoHarnsay (BKYaryy KOHTaKTHI fAaHi)
KOHTPOIO SKOCTI, Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
BTOPVHHE dapmakoHarnsgy) - 3miHa KoHTaKkTHOI ocobu ,
naKyBaHHs, BMMyCK BignoBiganbHOI 3a 34iMCHeHHA hapMakoHarnsay B YKpaiHi.
cepii: [Hitoya pepakuis — Moy TeTsaHa KOpiiBHa. MponoHoBaHa
. Xohpmanh-J1a penakuist — MowniHa Onbra IBaHiBHa.
Pow Jlta, 3MiHa KOHTaKTHUX AaHuUX KOHTaKTHOI ocobuw, BianosiganbHOI
LUsenuapis 3a 3ivicHeHHs dhapmakoHarnsagy B YkpaiHi. 3MiHa
KOHTaKTHUX [aHUX YOBHOBAXEHOI 0COOU 3asiBHUKA,
BiAnoBiganbHOI 3a 3A4iNCHEHHA dhapMmakoHarnsagy. 3miHa
MicLS 34iCHEHHs1 OCHOBHOI AiSANbHOCTI 3 papMakoHarnsay.
3MiHa MicL.e3HaxoOKeHHs MacTep-channa cucteMmm
apmakoHarnsgy.
241. | TPAUKOP® 145 | TabneTku, BKpUTI A66oTT HimeuuunHa IpnaHaceKi IpnaHnis/ BHECEHHS! 3MiH [10 peecTpaLiiHiX MaTepianis: 3a UA/7921/01/01
Mmr NMiBKOBOIO 0OOMOHKO0, Jlabopatopia Jlabopatopii DdpaHuis peuernnom
no 145 mrno10 M6X PypHbe TimiTen, 3minm Il TNy - 3MiHV BHeceHo A0 IHCTPYKLIT ANS MeanyHoro
Tabnerok y 6nictepi; no IpnaHgis

2 abo 3 6nictepny
KapTOHHIN KOpPOOLii

(BUPOGHMLTBO in
bulk); Peuundapm

3acTocyBaHHa nikapcbkoro 3acoby Ao po3giny "MobiyHi
peakuii"”.
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n/n JNiKapcbKo20 eidnycky peecmpayiltiHo
3acoby 20
noceid4yeHHs1
®oHTeH, PpaHu i BBegeHHsi 3MiH NpOTSArom 6-TW MicsLLiB NiCns 3aTBepaXeHHs
(naKkyBaHHSI, BUMMYCK
Ta KOHTpOnb cepii)
242. | TPUOEPM® mMasbno 15rabo 30 ry LepiHr-Nnay LLsevuapist Lepinr-MNnay Jabo benbrig BHECEHHA 3MiH O peecTpauiHUX Marepianis: 3MiHW | Tuny - 3a UA/2022/02/01
TY6i; no 1 Ty6i B Centpan lct Al H.B. 3MiHu Wopo 6e3nekn/edhekTUBHOCTI Ta papmakoHarnsay. peuernnom
KapTOHHI KopoOLii; BBeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
dapmakoHarnaay (BBE4EHHS y3ararnbHEHUX AaHWX Mpo
cuctemy dapmakoHarnsagy, 3miHa YOBHOBaXEHOI 0cobu,
BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay;
KOHTaKTHOI ocobu 3 hapmakoHarnsay 3asBHuKa Ans
30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKL0 BOHa
BiAMiHHa Bif yNOBHOBaXkeHOi 0cobW, BifnoBiganbHoI 3a
30iNCHEHHA dbapmakoHarnsay (BKTYaouM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-charina cuctemm
hapmakoHarnsay) - 3mMmiHay po3MilleHHi MmancTep-danny
cuctemu dhapmakoHarnsay 3asBHUKa; YTOMHEHHA Micus
NPOBEOEHHST OCHOBHOI AisNbHOCTI KOMNaHii 3
apmakoHarnsgy
243. | TPU3UNIH po3uMH Ans iH'ekuin, 100 TOB HB® YkpaiHa BignoBiganbHWA 3a YkpaiHa BHECEHHSA 3MiH [0 peecTpauiHux Marepianis: 3MiHu | Tuny - 3a UA/9897/01/01
mr/mMn,no5 mn B "MIKPOXIM" BMPOOHMLTBO Ta AaMiHicTpaTuBHI 3MiHW. BunydeHHs BUPOOHWYOI AinbHUL peuernnom
amnyni; no 5 amnyn y KOHTponb/Bunpoby (Bkntovatoum ginbHuui ons A®I, npomixkHoro npodykTy abo
Kaceri; no 2 Kkacetn y BaHHs1 cepii, He roTOBOr0 NiKapcbkoro 3acoby, AinbHULiI 45 NpoBeneHHs
nayui 3 KapToHy BKI1HOHAI0UM BUMYCK nakyBaHHs, BUPOOHMKa, BiANOBI4ANbLHOrO 3a BUMYCK Cepii,
cepii: MiCLie MPOBEAEHHA KOHTPOMIO cepii) abo nocTavanbHuKa
MpueaTHe BUXIHOTO MarTepiany, peareHTy abo J0MoMiXXHOI pevOBUHN
aKLioHepHe (SKLLLO 3a3HAYEHO Y AOCLE) - BUNTYMEHHS BUPOO HUYOI
TOBapUCTBO ainbhvui gnsa M3 “Nabopatopia IHIBCA, C.A%, IcnaHis,
"NekxiMm-Xapkis", BiANOBi4anNbHOI 32 BUDOOHUL TBO Ta KOHTPOnb /
YkpaiHa; BUNPOGYBaHHSA  Cepii, BKItoYatoum Bunyck cepii (BeegeHHs
BiANOBiAaNbHUA 3a 3MiH MpoTAromM 3-x MicsAuiB NiCNs 3aTBepaXKEHHS); CYNyTHSA
BUMYCK cepii, He 3MiHa
BKITHO4a0uN - 3MiHn 3 siKocTi. [oToBUIN Nikapcbkui 3aci6. Cuctema
KOHT ponb/Bunpoby KOHTelHep/3aKynoptoBanbHuiA  3aci6. 3MiHa po3mipy
BaHHA cepii: YMaKoBKM FOTOBOrO NiKapCbKOro 3acoby (BWMyHMeHHs
TOB HB® JIaKOBKM MEBHOr0 PO3Mipy) - Y 3B’A3KY i3 BUNMYHEHHSIM
"MIKPOXIM", BUMPOBHMYOI AinbHuLi “Jlabopatopis IHIBCA, C.A*, IcnaHis,
YkpaiHa BiANOBiganbHOI 3a BUPOOHULTBO Ta KOHTPOnb /
BUNPOOYBaHHA Cepii, BKITHOYaouM BUMYCK Cepii, BUNYMaeTbCs
i3 MarepianiB peecTpaLiiHoro A0ChE YNakoBka no 5 mn B
amnyni; no 10 amnyn y 6nicTepi; no 1 6nictepy B nayui 3
KapTOHy NikapCcbkoro 3acoby, 3 BigMOBiAHUMW 3MiHaMU B
po3gini Ynakoska
244. | TPUDAMOKC TabneTku, BKpuTI Naboparopioc ApreHTuHcb | JlabGopartopioc Baro | ApreHTuHCb | BHECEeHHs 3MiH 40 peecTpaliiHix marepianis: 3amiHm | Tvny - 3a UA/6849/02/01
[1]] o6onoHkoto, 500 mr/500 Baro C.A. Ka C.A Ka 3miHn 3 sikocTi. [oToBMI nikapcbkui 3aci6. Cuctema peuernnom
Mr o 8 Tabnerok y Pecnyonika Pecny6nika KOHTeMHep/3aKynoptoBanbHuiA - 3aci6. 3miHa po3mipy

6nictepi; no 1 6nictepy
B KapTOHHI KopobLi

JaKOBKM FOTOBOrO f1iKapCbKOro 3acoby (BUIMyMEeHHs
YNaKOBKM MEBHOTO PO3MIpY) - BUNYMEHHS 3 PeecT paLliviHnX
pokymentiB: ana 250 mr/250 mr ynakoBky no 8 Tabnetok y

6nicTepi; no 16nicTepy B KapTOHHIA Kopobui, Ans

500mr/500mr ynakoBku no 8 Tabnetok y 6nictepi; no 2
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3acoby 20
noceid4yeHHs1
OnicTepn B KApTOHHIA KOpobLi
245. | TPUDAMOKC TabneTku, BKpuTI Naboparopioc ApreHTuHcb | JlabGopartopioc Baro | ApreHTuHCb | BHECEeHHs 3MiH 40 peecTpaliiHix marepianis: 3aminm | Tvny - 3a UA/6849/02/02
[1]] o6onoHkoto, 250 mr/250 Baro C.A. Ka C.A Ka 3miHn 3 sikocTi. [oToBMI nikapcbkui 3aci6. Cuctema peuernnom
Mr o 8 Tabnerok y Pecnyonika Pecny6nika KOHTeMHep/3aKynoptoBanbHuiA - 3aci6. 3miHa po3mipy
6nicTepi; no 2 6nicTepu YMaKOBKM FOTOBOIO NiKapCbKOro 3acoby (BWMyHeHHs
B KapTOHHI KopobLi YMaKOBKM MEBHOrO PO3Mipy) - BUNYMEHHS 3 PeecTpaLliiHuX
AoKyMeHTiB: Ansa 250mr/250mr ynakoBku no 8 Tabnetok y
6nicTepi; no 16nicTepy B KapTOHHiA Kopobui, Ans
500mr/500Mr ynakoBku nmo 8 TabneTok y 6nictepi; no 2
GnicTepn B KapTOHHIA KOpobLi
246. | YPCONI3UH kancynu no 300 mr; no Maric ITanis MiTtim C.p.n. Itania BHECEHHSI 3MiH 0 PEECTPALiHUX MaTepianis: 3a UA/8078/01/02
10 kancyn y 6nicTepi; no dapmachtoTivi 3MiHU | TUny - 3aTBEPAXEHHST TEKCTY CTikepa Ha BTOPUHHY peuyernnom
2 abo 10 6nicTepiB y C.p.n. YMaKoBKY MiKpPCbKOro 3acoby
KapTOHHIV KOpobLi
247. DAIIBAKC PO34MH ON4 iH ekyin, 250 O-p Peagpi'c IHOis O-p Pegai’'c IHOisa BHECEHHS 3MiH [0 peecTpauivHix marepianis: 3mMiHu | Tuny - 3a UA/16437/01/01
Mr/Smnno 5mny Jlabopatopic Jlabopatopic 3MiHu Wwono 6esnekn/ecpeKTUBHOCTI Ta hapMakoHarnsay. peuernnom
nonepenHL0 Ita TlimiTen, BBeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
HaMOBHEHOMY  LLINPKLLi; BupobHuya dapmakoHarnaay (BBEAEHHS y3ararnbHEHUX AaHuX Mpo
no 2 noriepenHe0 AinbHMuA - 9 cucTeMy chapmakoHarnsiay, 3MiHa YrOBHOBaXeHOI ocobu,
HaNOBHEHUX  LUMpULLa BignoBiganbHOI 3a 34iNCHEHHA dhapMakoHarnsaay;
pasoMm 3 ABoMa KOHTaKTHOI ocobu 3 hapmakoHarnsay 3asBHuKa Ans
6e3neyHMu ronkamu B 30iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKL0 BOHa
KOHTYPHIN YapyHKOBIN BiAMiHHa Bif yNOBHOBaXkeHOi 0cobW, BifnoBiganbHoI 3a
ynakosui; no 1 30iNCHEHHA dbapmakoHarnsay (BKTYaouM KOHTaKTHI AaHi)
KOHTYPHIN YapyHKOBIN Ta/abo 3MiHM y po3milLieHHi macTep-chalina cuctemm
yNaKoBLi B KapTOHHil dapmakoHarnsgy) - 3mMiHa YNoBHOBaXKEHOI 0COOW 3asiBHVKA,
Kopob Ui BignoBsiganbHoi 3a 34incHeHHs dapmakoHarnsagy: Hitova
pegakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX AaHWX YOBHOBaXKEHOI
ocobu.
248. OJIAMIOE3 renb, no 20 r, 30 r, abo OpraHocuH IHais EHK't06 ETikans IHois BHECEHHSI 3MiH 40 PEECTpaLivHUX Marepianis: bes UA/12794/01/01
FENnb 40 r B namiHoBaHin TYOI; Nang CaeHcns Mpawsit JlimiTeq 3MiHM | Tvny - NnogaHHsa HOBOro cepTuddikara BignoBigHOCTI peuyernma
no 1 TYGi B KApTOHHIN Mer. NlT4. €Bponevicbkin dapmakonei Ne RO-CEP 2012-390-Rev 03
Kopobui ONs AitoYoi pevoBnH JleBOMEHTON BiJ HOBOTO BUMPOBOHUKA
[,00aTKOBO [0 3aTBEPAXKEHOro BMPOOHMKa
249. ®INEKAIHIO Tabnerkuno 50 mr, no Cangos CnoseHisi CantoTtac ®apma HimevunHa BHECEHHS 3MiH [0 peecTpauiviHux marepianis: 3a UA/15559/01/01
CAHOO3® 10 Tabnetok y 6mictepi; | PapmacbloTikans M6x, HimeyunHa 3MiHM | TUny - 3mMiHW y Npoueci BUPOBHULTBA rOTOBOrO peyennom
no 3 abo 6, abo 12 a.o. (BUPOBHULTBO «in nikapcbkoro 3acoby, BKIHOYaouM NMPOMIDKHUA NPOAYKT, L0
6nicTepiB y KapTOHHI bulk», nakyBaHHs, 3aCTOCOBYETLCSA MPU BMPOOHWLITBI FOTOBOrO MiKapCbKOoro
Kopob Ui KOHTpOMb Ta 3acoby - He3HayHa 3MiHa Yy npoueci BUPOOHWLTBa, 30Kpema
BUMYCK Cepil) 3MiHV cnocoby 3MilllyBaHHS [OMOMIDKHUX PEYOBWH HaTpito
KpOCKapMenosu Ta MarHito cteapary (3miHa nopsigky Tauacy
3MilyBaHHS); 3MiHU | TUny - BBEAEHHA [0AaTKOBOro
BupobHuka MAPRIMED S.A., Argentina ans gitovoi
peyoBuHu Flecainide acetate, sikui mae CEP RO-CEP 2013-
145-Rev 03 po Bxe 3arBepaxeHoro BupobHuka AdI
UNIMARK REMEDIES LIMITED (CEP R1-CEP 2006-005-
Rev 01)
250. ®INEKAIHIO Tabnerkuno 100 mr; no Cangos CnoseHisi CantoTtac ®apma HimevunHa BHECEHHS 3MiH [0 peecTpauiviHux marepianis: 3a UA/15559/01/02
CAHOO3® 10 Tabnetok y 6mictepi; | PapmacbioTikans 'mM6x, HimeyumHa 3MiHM | TUNy - 3MiHW y Npoueci BUpOBGHULITBA roTOBOrO peyennom
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no 3 abo 6, abo 12 n.o. (BMPODHULTBO «in niKapcbKoro 3acoby, BKIYaouM NPOMKHUA NPOAYKT, L0
6nicTepiB y KapTOHHI bulk», nakyBaHHs, 3aCTOCOBYETLCSA MPU BMPOOHWLITBI FOTOBOTO MiKapCbKOro
Kopob Ui KOHTpOmnb Ta 3acoby - He3Ha4yHa 3MiHa Yy MpoLeci BUPOOHULTBA, 30Kpema
BUMYCK Cepil) 3MiHM crocoby 3MillyBaHHA [OMOMIXHVMX PEYOBWH HaTpito
KpockapMerno3u Ta MarHito cteapary (3MiHa nopsigky Tadacy
3MilyBaHHS); 3MiH | TuMy - BBEOAEHHA [0AaTKOBOro
Bupo6Hka MAPRIMED S.A., Argentina gns gitoyoi
peyoBuHu Flecainide acetate, sikui mae CEP RO-CEP 2013-
145-Rev 03 go Bxe 3arBepaxeHoro BupobHuka AdI
UNIMARK REMEDIES LIMITED (CEP R1-CEP 2006-005-
Rev 01)
251. | ®NIOKCAN® masbovHa 0,3% no 3ry | TOB "BAJIEAHT YkpaiHa Op. Mepxapa MaHH, HimeyuunHa BHECEHHS 3MiH [0 peecTpauiviHux marepianis: 3a UA/8528/02/01
Tyoi; no 1 Ty0i B SAPMACHBIOTIK Xem.-cbapm. 3MiHn | Tuny - 3min Wwopo 6esnekn/epekTMBHOCTI Ta peuernom
KapTOHHI KopobLii AN3" dabprk MM6X dapmakoHarnaay, 3MiH1 BHECEHI 00 TEKCTY MapKyBaHHS
NiKapcbkoro 3acoby LW o0 NPMBEAEHHS Ha3BW BUPODHMKA Y
BiNOBIAHOCTI A0 peecTpauiviHnx Marepianis
252. PJTYOKCETUH | Tabnetku, BKpUTI ToBapuUCTBO 3 YkpaiHa TOBapUCTBO 3 YkpaiHa BHECEHHSI 3MiH [10 peecTpaLiiHiX MaTepianis: 3a UA/8591/01/01
060noHKoo, Mo 20 mr; 00 MexeHo 0B MexeHo peyennom

no 10 Tabnertok B

6nictepi; no 1abo no 2

6nictepa B nayui 3
KapTOHY

BignoBiganbHiCT
to "HocnigHuin
3asog "THUJIC"

Bi4MOBIAaNbHICTHO
"[ocnigHui 3aBog
"THUIC", YkpaiHa
(Bci cTagii
BMPOBHML TBA,
KOHTPOIb SIKOCTI,
BUMYCK Ccepii);
ToBapucTBO 3
06 MexeHo
BigMoBiganbHICTHO
"®apmaL eBTniHa
KOMMaHist
"3a0opos'sa",
YkpaiHa (Bci cTagii
BMPOGHULITBA,
KOHTPOMb SKOCTI,
BUMYCK cepii)

3MiHu | Tuny - 3MiHa napameTpiB cneundikadin Ta/abo
AOMYCTUMMX MEX MEPBMHHOI  YNIAKOBKW FOTOBOrO MiKapCbKOoro
3acoby; CynyTHa 3MiHa: npvBeaeHHs crieuudikadii Ta
MEeTOAY KOHTPOIIo 3a nokadHukom «MBY» nepsuHHOI
ynakoBkKM (nniBka nonisiHinxnopugHa Ta dponbra
anoMiHieBa) y Bi4MNoBiAHICTb 40 BUMOT [il04Oro BugaHHS
O®Y; 3miHm | Tuny - 3MiHa NnocTavanbHYKa MakyBarbHUX
marepianis abo KOMMNNEKTYoUUX (SKLLO 3a3Ha4eHO B [0CHE)
(3amiHa abo gogaBaHHA MoCTavanbHUKA); CYNYTHA 3MiHa:
BBEeEHHA [0QaTKOBMX MocTavanbHika MepBUHHOMO
nakyBaHHA (POMbr1 antoMiHIEBOI; 3MiHN | TUMNY - 3MiHWK,
noB'si3aHi 3 HeOBXQHICTIO NMPUBEAEHHS Y BIAMOBIAHICTL 40
MoHorpadii APY abo €sponelicbkoi hapmakonei, abo iHLwoi
HauioHanbHoi dapmakonei gepxasn €C (3miHay
crielmdikauisx, no'sisaHa 3i 3amiHO BUMOTr MoHorpadii
[®Y abo iHwWoi HauioHanbHOI hapmakonei aepxasn €C Ha
BUMOrM MoHorpadii €Bponelicbkoi hapmakonei); CyryTHs
3MiHa: 3MiHay meTogax BunpobyBaHHa Adl abo BmuxigHoro
marepiany/npomixHoro npoayKTy/peareHTy, Lo
BMKOPUCTOBYETLCA Y npoueci BupobHnytBa APl (iHLWi 3miHW
y MeTofax BUNpobyBaHHS (BKIHOYaOuuM 3amiHy abo
AonoBHeHHA) APl abo BUXAHOrO/MPOMIXKHOIO MPOAYKTY);
3MiHu | Tuny - 3mMiHM Jo cneundikaLii Ta MeToAiB KOHTporio
rOTOBOrO NiKapCbKOro 3acoby; 3MiHu | Tuny - 3miHn,
noB'si3aHi 3 HeOOXQHICTIO NMPUBEAEHHS Y BiAMOBIAHICTL 40
MoHorpadii APY abo €sponelicbkoi apmakonei, abo iHLwoi
HauioHanbHoi dapmakonei gepxasn €C (3miHay
criebmudikalisix, nos'sisaHa 3i amiHamu B ®Y, abo
€Bponelicbkit hapmakonei, abo iHWiN HalioHanbHIl
dapmakonei aepxasn €C); CynyTHA 3MiHa: 3MiHa y MeTofax
BUNPOGYBaHHA [JOMOMIXXHOI PEYOBUHW  (HE3HAYHI 3MiHM Y
3aTBepXKEHVNX MeTodax BUNpobYBaHb); 3MiHW | Tvny - 3MiHw,
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

noB'si3aHi 3 HEOOXQHICTIO MPUBEAEHHS Y BIAMOBIAHICTb 40
MoHorpadii APY abo €sponelicbkoi apmakonei, abo iHLwoi
HauioHanbHoi chapmakonei gepxasn €C (3miHay
crielmndikauisx, no'sisaHa 3i 3amiHO BUMOTr MoHorpadii
[®Y abo iHwWoi HauioHanbHOI hapmakonei aepxasn €C Ha
BMMOrK MoHorpadii €Bponeficbkoi dhapmakonei); CynyTHs
3MiHa: 3MiHa y MeTofax BUNpoGYBaHHs  [OMOM i>KHOI
PEYOBUHN (HE3HaYHi 3MiHW Y 3aTBEpPAXKEHNX MeTomax

BUNPOO yBaHb)

253.

®OPTE3A

crpey Ans poToBol
nopoxHuHn 0,15 % no
15 mn abo 30 mn
pO34uMHy Yy oraKoHi 3
posnuntoBayem; no 1
hnaKoHy B KapTaHHin
Kopob Ui

LDenbta Mepgiken
MpomoywHa Al

LLIBevapia

AB[l IBPAXIM
Ina4 CaHai Be
Tigxapet A.LL.

TypevymHa

BHECEHHS 3MIH [0 peecTpauivHix marepianis: 3MiHu | Tuny -
3MiHu Wwopo 6esnekn/edekTUBHOCTI Ta papmakoHarnsay.
BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
dapmakoHarnaay (BBEOEHHS Y3ararnbHEHUX AaHWX Mpo
cucteMy chapmakoHarnsiy, 3MiHa YOBHOBaXXeHOI ocobu,
BiANOBiganbHOI 3a 34iNCHEHHA hapMakoHarnsany;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
30iViCHEHHs (bapmakoHarnsay B YKpaiHi, K0 BoHa
BiMiHHa Bif yNOBHOBaxkeHOI 0co6M, BifgnoBiganbHOI 3a
3iNCHEHHA dbapMakoHarnsay (BKITYayy KOHTaKTHI [AaHi)
Ta/abo 3MiHM y po3milLeHHi macTep-chalina cuctemmu
hapmakoHarnsgy) - [itova pegakuisi: YnosHoBaxeHa ocoba,
BignoBsigansbHa 3a papmakoHarnsg - Arzu Kosar/ Apay
Kosap. KoHTakTHa ocoba, BignosiganoHa 3a
dapmakoHarnag — MNMoptHoB AHapivi Ceprinosuy.
[MponoHoBaHa pepakuis: YnoBHoBaxkeHa ocoba,
BiAnosiAanbHa 3a dapmakoHarnsg - PoruHceka Onexa
MaeniBHa. 3MiHa KOHTAKTHUX JaHUX YOBHOBAXEHOI 0CoOM
3asBHMKa, BiAMOBiAanbHOI 3a dhapmakoHarnsag. 3miHa micus
3[iCHEHHS OCHOBHOI [AisiNbHOCTI 3 chapmakoHarnsay. 3MiHa
MiCLIE3HaXOAXKEHHs1 MacTep-danna.

be3
peuennma

UA/13797/02/01

254,

DOPTE3A

pO34VH 4715 POTOBOI

nopoxHuHn  0,15% no 60
M a6o 120 M po3uymHy

y dnakoHai; no 1
dnaKoHy B KapTOHHIN
Kopobui

Henbta Megiken
MpomoywHa Al

LLsenuapis

AB[ll IBPAXIM
Inay CaHai Be
Tigxapet A.LL.

TypevymHa

BHECEHHS 3MiH 40 peecTpauivHix marepianis: 3mMiHv | Tuny -
3MiHu Wopo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsay.
BeeneHHsi abo 3MiHV 40 y3ararnbHEHUX [aHuX Mpo cucTemy
dapmakoHarnsay (BBedeHHs! y3ararnbHEeHUX AaHuxX Mpo
cuctemy papmakoHarnsay, 3miHa YIOBHOBaXKEHOI ocobu,
BiANOBIAanNbHOI 3a 3AiicCHeHHsT dpapmakoHarnsaay,
KOHTaKTHOI ocobu 3 hapmakoHarnsgy 3asiBHuKa Ansi
30iNCHEHHa dhapmakoHarnsay B YKpaiHi, SKLLO BOHa
BigMiHHa Bif] YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
3iNCHEHHA hapMakoHarnsay (BKMYaryy KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
hapmakoHarnsigy) - 3miHa yroBHOBaXKeHOi  0cobu 3asiBHUKA,
BignosiganbHoi 3a papmakoHarnsaa: Hitoya pegakuis: Arzu
Kosar/ Apay Kosap. NponoHoBaHa peaakuis: PorvHcbka
OneHa MNaeniBHa. 3MiHa KOHTAKTHUX 4aHUX YTOBHOBAXKEHOI
ocobu 3asBHUKA, BignoBiganbHOI 3a dhapMakoHarnsg. 3miHa
MiCLiSl 30iICHEHHS1 OCHOBHOI AisANbHOCTI 3 papmakoHarnsay.
3MiHa MicLe3HaxoOXeHHs MacTep-channa cuctemm
dapmakoHarnsgy.

bes
peuenima

UA/13797/01/01
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255. | ®YPALMUIIIH® Tabnetku ans MAT Ykpai Ha MAT "Tannudpapm”, YkpaiHa BHECEHHSI 3MIH [0 peecTpaLiviHuX Marepianis: be3 UA/5187/01/01
MPUroTyBaHHA PO3YMHY "Manmidapm " YkpaiHa; MAT BHECEHHA 3MiH 0 peecTpaLiiHux Marepiarnis: peuerima
[ANS 30BHIiLLHLOrO "KuiBmegnpenapat 3MiHM | Tuny - 3minv Wwoao 6esnekn/edpekTUBHOCTI Ta
3acTocyBaHHA no 20 wr, " dapMakoHarnsay - OHOBIEHHA BXe 3aTBEPAXXEHOro TEeKCTY
no 10 Tabnetok y MapKyBaHHSi BTOPWMHHOI Ta MEPBUMHHOI YNaKOBKW FiKapCbKoro
ctpunax no 10 3aco0y (BHECEHHA MO3Ha4YeHb OAVHWLb BUMipIOBaHHS, 3
Tabnetok y 6nictepax BMKOPWUCTaHHAM NiTep NnaTuHCbKoro andasiTy). BeegeHHs
no 10 Tabnertok y 3MiH NPOTAromM 6-Tu MicsLiB Nicnsa 3aTBepaKeHHs
6nictepi, no 2 6nictepn
B nayLi
256. | ®YPOCEMILO Tabnetku no 40 mr, no ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHSI 3MiH [0 PEECTPALliiHUX MaTepianiB: yTOMHEHHsI 3a UA/5153/02/01
10 Tabnetok y 6nicTepi; 06 M exeHoo 06 M exeHo peecTpauivHoi npouenypy B Hakasi MO3 Ykpainu Ne 231 Big peuernnom
no 5 6nictepiB y nayui 3 BiANOBiganNbHICT BiANOBigaNbHICTIO 30.01.2019 - 3miHu | Tuny - 3MiHM 3 sKocTi. [oTOBMIA
KapTOoHy to "JocnigHun "[NocnigHuin 3aBoa nikapcbkuii 3aci6. 3MiHu y BUpoGHMLTBI. 3miHa po3mipy cepii
3asog "THLNC" "THUJC", YkpaiHa (BKNTIOYAOYM Aiana3oH po3Mipy cepii) roTOBOro NikapcbKkoro
(Bci cTagii 3acoby (3meHweHHs Ao 10 pasiB) — BBeAEHO AoAaTKoBi
BMPOOHMLITBA, pPO3MipK cepivi (3MeHLIEHHA po3Mmipy cepii) ANS BUpoOHMKa
KOHTPOInb SIKOCTI, TOB «®apmaueBTh4Ha KOMMaHisa «340poB’s», YKpaiHa
BUNYCK Cepii); 3aTBEepPAXKEHO:
ToBapucTBO 3 120,000 «r (16,000 Tuc. yn.) - Ne 50 (10?5) y 6nictepi B
06 MeKeHoo navui
BiANOBigaNbHICTIO 3arnporoHOBaHO:
"®apmaL eBTnyHa 120,000 «r (16,000 Tuc. yn.) - Ne 50 (1075) y 6nicTepi B
KOM MaHist navui
"3popoB's", 49,530 «kr (6,604 Tuc. yn.) - Ne 50 (1075) y 6nicTepi B nauui
YkpaiHa (BCi cTagii 19,950 «r (2,660 Tuc. yn.) - Ne 50 (1075) y 6nicTepi B mavui
BMPOBHML TBA,
KOHTPOIb SIKOCTI,
BUMYCK Ccepii);
ToBapucTBO 3
06 MexeHo
BiaNoBiganbHICTIO
"®APMEKC I'eryn",
YkpaiHa (Bci cTagii
BMPOGHULITBA,
KOHTPOMb SKOCTI,
BUMYCK Cepii)
257. | ®YPOCEMIAO- Tabnetku no 40 mr; no [MpAT YkpaiHa IMpAT YkpaiHa BHECEHHA 3MiH [0 peecTpaLiMHuX Marepianis: 3MiHu | Tuny - 3a UA/2353/01/01
OAPHULUA 10 TaBNETOK Y KOHTYPHIN "®apmMau eBTn4H "dapmau eBTniHa 3MiHu 3 sikocTi. CepTudpikar BignosigHocTi/lE-cepTudpikar peu,ernmom
YapyHKOBIW YNakoBLii; Mo a cbipma dipma "OapHuys” BiNOBIAHOCTI €BponeichbKin dapmakonei/MoHorpadii.
5 KOHTYpHUX "OapHuus" MopgaHHss HoBoro abo oHoBMeHoro ceptudikara

YapyHKOBUX YMaKOBOK Y
navui

BiAnoBigHOCTi abo BUNydeHHst cepTudpikaTa BignoBigHoOCTI
E€Bponevicekin dapmakonei: ana A®l; ans BuXgHoOro
Martepiany/peareHTy/NPOMIXHOr 0 MPOOYKTY, LLO
BMKOPUCTOBYIOTLCSA Yy BMPOOHUUTBI API; Ans AonomibKHOI
peyoBuHN (cepTudikar BigMNoBIAHOCTI €BponenchKin
dapmakonei) - HoBui cepTudikar Big BXe 3aTBepaXeHoro
BMPOOHMKA - MOAaHHSM HOBOro cepTudikaTty BiAnoBigHOCTI
€pponevicekin apmakonei (R1-CEP 1998-020-Rev 06) Ha
aitody pedoBuHy dypocemin Big 3aTBEpPAXKEHOTO BMPOOHMKA




150 mn ydnakoHi; no 1
NaKoHy y KOMMeKTi 3
MipHOIO Noxeykoto abo
A03yBarnbHAM  LUMPULLOM
Y KapTOHHIA kopobLii

BeeneHHss abo 3MiHM 40 y3aranbHeHUX [AaHvX Mpo cucTemy
dapmakoHarnaay (BBEAEHHS y3ararnbHEHUX AaHWX Mpo
cuctemy dapmakoHarnsgy, 3miHa YoBHOBaXEHOI 0cobw,
BignoBiganbHOI 3a 34iNCHEHHA dhapMmakoHarnsagy;
KOHTaKTHOI ocobu 3 hapmakoHarnsay 3asBHuKa Ans
3[iNCHEHHA dhapmakoHarnsay B YKpaiHi, SKLW o BoHa
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cipmu Ipca Laboratories Limited, India, Ta, sk Hacnigok,
oHoBneHHs MKHA ons BXgHOro KOHTporto, a came: BHeceHa
3MiHa B po3ainu: «lgeHtudikauis», «MikpobionoriyHa
4YMCTOTa», BUIMYMEHO po3ain «Bavkki meTanuy i 3amiHeHo
po3ain «TepMiH NpugaTtHOCTI» Ha po3ain «TepMiH
NEPEKOHT POITHOY.
258. | ®YPOCEMIAO- po3uvH AnsiH'ekyin, 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix martepianis: 3miHu | Tuny - 3a UA/2353/02/01
OAPHULUA Mr/Mn; no2 mn B "dpapmaL eBTU4H "dapmal eBTn4Ha 3MiHM 3 sikocTi. CepTudpikar BignosigHocTi/lE-cepTudikar peuyernnom
amnyni; no 10 amnyn y a pipma dipma "OapHuus” BigNOBIAHOCTI €BponenchbKin dapmakonei/MoHorpadii.
KOHTYPHIN YapyHKOBIN "OapHuys" MopaHHs HoBoro abo OHOBREHoro ceprudikara
ynakosui; no 1 BiAMOBIAHOCTI abo BUNydeHHs cepTudpikaTa BignoBigHOCTI
KOHTYPHIN YapyHKOBIN €Bponelicbkinn apmakonei: ans A®I; ansa BuxigHoro
ynakoBLi B Mmayui; no 2 Marepiany/peareHTy/NpOMiXKHOr 0  MPOAYKTY, LLIO
M B amnymi; no 5 BMKOPUCTOBYIOTLCSA Yy BUPOOHUUTBI ADI; Ans AonomixHOI
aMnyn y KOHTYPHIn pevoBUHM (CepTudikaT BiAMOBIAHOCTI €BpONenchbKiin
YapyHKOBIM YNakoBLi; Mo capmakonei) - HoBun ceptudpikar Bifg BXxe 3aTBepaXeHoro
2 KOHTYPHI YapyHKOBI BMPOOHMKA - MoAaHHAM HOBOro cepTudikarty BiAMOBifHOCTI
JaKOBKM B Mavui €sponevicbkivi papmakonei (R1-CEP 1998-020-Rev 06) Ha
Aitody peyoBuHy ®dypocemin Bif 3aTBEpPAXKEHOrO BUPODHMKA
dipmu Ipca Laboratories Limited, India, Ta, sk Hacnigok,
oHoBrieHHss MKA ons BXAHOO KOHTPOMto, @ came: BHeceHa
3MiHa B po3ginu «lgeHtudikauis», «MikpobionoriyHa
yucTOoTa», BUMYMEHO po3fin «Bakki meTanuy» i 3amiHeHo
po3ain «TepMmiH NpugaTtHOCTI» Ha po3ain «TepMiH
NEPEKOHT POrTHo»
259. | XEJINMEKC® Ma3bno 20 rato 40 ry Mogi Xenc 'mo6X LLisenapis Casa Xenckea JItg IHais BHECEHHSI 3MiH [0 peecTpauivHnx Marepianis: 3MiHv | Tuny - be3 UA/11390/01/01
E®EKT TY0i; no 1 TyOi B nayui 3 AnmiHicTpaTvBHi 3MiHW. BunydeHHs BUpoBHWYOI AinbHWLI peyenma
KapToHy (Bkntovatoum ginbHuui Ans APl npomixHoro npodykTy abo
rOTOBOrO IikapCbkoro 3acoby, AinbHULi ANs NpoBeAEHHS!
nakyBaHHsl, BMPODHMKA, BifMOBIAANbHOTO 3a BUMYCK CEpil,
MicLie NPoBEOEHHST KOHTPOMto cepii ) abo nocTavanbHuKa
BMXIHOTO Marepiany, peareHTy abo J0MoMiDKHOI peYvoBUHN
(SIKLLLO 3a3HaYeHo Y Aocbe) BunydeHHs BUPOGHWYOI AinbHULI
Knesa CA, Npeuis.
BBegeHHst 3MiH NpOTSIromM 6-TW MiCSILLiB NiCrsi 3aTBEPAKEHHS.
260. | XITAKCA po3yMH opanbHuiA, 0,5 AT "Anamen Monbla damap AB.E. Mpeuis BHECEHHs1 3MiH [0 peecTpauiiHnux Marepianis: 3MiHa 6e3 UA/15529/01/01
mr/mn no 60 mn, 120 mn, dapma"” ABnoH lMnaHt 3asBHUKA (BNacHWKa peecTpauifiHoOro nocBigyeHHs) (3rigHo peuyerima
150 mn ydnakoHi; no 1 Hakasy MO3 Big 23.07.2015 Ne 460): BeegeHHs 3MmiH
(NaKoHy y KOMMIeKTi 3 npoTAroM 6-Tu MicsLiB MiCNs 3aTBEpAXKEHHS.
MipHOI foXeyko abo
[A03yBarnbHUM  LUMPULLOM
Y KapTOHHIV Kopobui
261. XITAKCA po34mH opanbHuK, 0,5 AT "Anamen Monblua damap AB.E. Ipeuis BHECEHHSA 3MiH [0 peecTpauivHnx Marepianis: 3MiHv | Tuny - bes UA/15529/01/01
mr/mMn no 60 mn, 120 mn, dapma” ABnoH lMnaHt 3MiHu Wwono 6e3nekn/edhekTUBHOCTI Ta dpapmakoHarnsay. peuenima
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BiMIHHA BiJ, YNIOBHOBaXXEHOI 0COOMW, BiAMOBI4aNbHOI 3a
30iNCHEHHA dbapmakoHarnsay (BKTYaouM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-charna cuctemm
dapmakoHarnagy) 3MiHa KOHTaKTHUX AaHUX YNIOBHOBAXKEHOI
ocobu 3asiBHMKA, BifnNoBiAanbHOI 3a 3[iMCHEHHS
dapmakoHarnagy. 3mMiHa KOHTaKTHUX OaHUX KOHTaKTHOI
ocobw, BiANOBiAanbHOI 3a 34iliCHEHHsT dhapMakoHarnsay B
YkpaiHi. 3amiHa MicLs 34iICHEHHS OCHOBHOI [isiNbHOCTI 3
dapmakoHarnagy. 3amiHa MicLe3HaxodXKeHHs MacTep-
hanina cuctemu hapmakoHarnsgy
262. | LUKAKNO 3® kancynu TBepai; mo 10 M'ep ®abp ®paHuis M'ep ®abp PpaHuis BHECEHHA 3MiH 40 peecTpauiHuX Marepianis: 3MiHu | Tuny - 3a UA/7550/01/01
DOPT kancyn y 6nictepi; no 3 MegukameHT MegukameHT 3MiHu Wwopo 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay. peuyernnom
6nicTepn B KapTOHHIN MpopakwH BeenerHss abo 3MiHVM 40 y3aranbHEHNX [aHMX Mpo cucTemMy
ynakosLi 3 apmakoHarnsay (BBeAeHHs! y3ararnbHEeHUX AaHuxX Mpo
M apKyBaHHAM cucteMy bapmakoHarnsay, 3MiHa YOBHOBaXeHOI ocobu,
YKpai HCbKOK M OBOIO; BignoBiganbHoI 3a 34iNCHeHHA dhapMakoHarnsagy;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asBHuKa Ans
34iiCHEHHa dbapmakoHarnsay B YKpaiHi, kL0 BoHa
BigMiHHa Bifj YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
34iViCHEHHA dbapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
Ta/abo 3MiHN y po3milLieHHi macTep-danna cuctemm
dapmakoHarnaay) - 3mMiHa KOHTaKTHUX JaHuX
JIIOBHOBaXXEHOI  0CODU 3asBHMKa, BiAnoBiganbHoi 3a
3[icHeHHs1 hapmakoHarnsgy.
263. UUNPONET® TabneTku, BKpUTi O-p Pengpi'c IHAis O-p Pegpi'c lHAis BHECEHHA 3MiH [0 peecTpauitHux Martepianis: 3Minm | Tuny - 3a UA/2034/02/01
NMiBKOBOKO 0OOMNOHKO0, Jlabopartopic Jlabopartopic JTa, 3MiHu Wwono 6e3nekn/edhekTUBHOCTI Ta dhapmakoHarnsay. peuernnom
no 250 mrno 10 nro BupoGHuya BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
Tabnetok y 6nicTepi; no AineHnus — 11, IHaisa dapmakoHarnsagy (BBedeHHs y3ararbHEeHVUX AaHuxX Mpo
1 6nicTepyy nauyui O-p Pegai'c cucteMy hapmakoHarnsiay, 3MiHa yYOBHOBaXEHOI ocobu,
Jlaboparopic JlItg BiAnoBiganbHOI 3a 3AiMCHEHHA hapMakoHarnsagy;
(BupoGHuya KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
AinbHuus - VI), 30iViCHEHHs (bapmakoHarnsay B YKpaiHi, K0 BoHa
IHois BiMiHHa Bif yNOBHOBaxkeHOi 0co6M, BifgnoBiganbHOI 3a
3iNCHEHHA hapmakoHarnsay (BKYarym KOHTaKTHI fAaHi)
Ta/abo 3MiHM y po3MilLeHHi MacTep-ganna cuctemm
dapmakoHarnsgy) 3miHa ynoBHOBaXeHoi 0cobu 3asiBHYKA,
BignoBiganbHoOI 3a 34iNcHeHHs dapmakoHarnsagy: Hitova
penakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pedakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX JaHWX YIIOBHOBaKEHOI
ocobu.
264. UUNPONET® TabneTku, BKpUTi O-p Peagpi'c IHois O-p Pepai'c IHois BHECEHHS 3MiH [0 peecTpauiHnx Marepianis: 3minm | Tuny - 3a UA/2034/02/02
nniBKOBOKO 06 OMOHKOHO, Jabopatopic Tabopatopic Jlta, 3MiHu WwWopno 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay. peuernnom
no 500 mr no 10 IiTp BvpobHuya BeeneHHss abo 3MiHV 40 y3aranbHEHNX [aHMX MpO CUCTeMy
Tabnetok y 6nicTepi; no ainbHnusa — I, 1Hgis dapmakoHarnagy (BBeAEHHS y3ararnbHEHUX AaHuX Mpo
1 6nicTepyy nayui O-p Pepgpi'c cucTemy papmakoHarnsay, 3miHa YTOBHOBaXKEHOI ocobu,
Jlaboparopic Tg BignoBiganbHOI 3a 34iNCHEHHA dhapMmakoHarnsagy;
(BupobHuya KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuka Anst
AinbHuus - V1), 34iViCHEHHs bapmakoHarnsay B YKpaiHi, K0 BoHa
IHgis BiAMiHHa Bif, yNOBHOBaXXeHOi 0cobW, BifnoBiganbHOI 3a

3[iMCHEHHA dhapMmakoHarnsgy (BKITHYaUM KOHTaKTHI AaHi)
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Ne
n/n

Hasea
JliKkapcbKo20
3acoby

®dopma sunycky

3asieHUK

Kpaina

BupobHuk

Kpaina

Peecmpauitina npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiltiHo
20
noceid4yeHHs

Ta/abo 3MIHW y po3MiLLieHHI MacTep-channa cuctemu
dapmakoHarnaay) 3miHa yNoBHOBaXEHOI 0CobU 3asiBHVKA,
BiAnoBifanbHOI 3a 3AiNcCHeHHs dapmakoHarnsagy: fitova
pegakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX AaHWX YOBHOBaXKEHOI
ocobu.

265.

LUUNPOJIET® A

Tabnetku, BKpuTi
NniBKOBOO 0O OMOHKO
no 10 Tabnerok y
6nicTepi; no 16nicTepy
B KapPTOHHIN KopobLi

O-p Penpi'c
Jlabopatopic
nro

IHais

O-p Pepai'c
JlaGopartopic JTa,
BupobHuya
ainbrnusa — |l

IHois

BHECEHHS 3MiH A0 peecTpauiHnx Martepianis: 3minm | Tuny -
3MiHu Wwono 6e3neku/edekTMBHOCTI Ta hapmakoHarnsay.
BBegeHHsi abo 3MiHM A0 y3aranbHEHNX AaHuX Npo CUCTeMy
hapmakoHarnsay (BBeAeHHs y3ararnbHEeHUX AaHux Mpo
cucTemy papmakoHarnsaay, 3miHa YTOBHOBaXKEHOI ocobu,
BignoBiAanbHOI 3a 3AiNCHEHHA dhapMakoHarnsaay,
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asBHuKa Ans
34iViCHEHHs bapmakoHarnsay B YKpaiHi, KL BoHa
BigMiHHa Bif YNIOBHOBaXXEHOI 0cobu, BignosiganbHoi 3a
34iViCHEHHA dbapmakoHarnsgy (BKYaluM KOHTaKTHI AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-danna cuctemm
dapmakoHarnsgy) 3miHa yrnoBHoBaXeHo! 0cobu 3asiBHYKA,
BiAnoBiganbHOI 3a 3AicHeHHA dhapmakoHarnsagy: Hitova
penakuis - Dr. Vijay Kumar Talla. MponoHoBaHa pegakuis -
Dr. Chetan Karoo. 3MiHa KOHTaKTHVX [aHVX YNIOBHOBaXKEHOI
ocobu

3a
peuerinom

UA/11851/01/01

|266.

LUWUTEAN

po34vH Ans
30BHILLHLOrO
3actocyBaHHa o 250
mMn 'y pnakoHax
MonieTuneHoBmx

MTep ®abp
MenvkameHt

®paHuin

M'ep ®abp
MenuvkameHT
MNpogakLwH

PDpaHuis

BHECEHHS 3MIH [0 peecTpauivHix marepianis: 3mMiHu | Tuny -
3MiHu Wopo 6esnekn/edekTUBHOCTI Ta papmakoHarnsay.
BeeneHHst abo 3MiHV 40 y3aranbHEHNX [aHuX Mpo cucTemy
dapmakoHarnaay (BBEOEHHS Yy3ararnbHEHUX AaHWX Mpo
cucteMy chapmakoHarnsiy, 3MiHa YOBHOBaXXeHOI ocobu,
BigNOBiganbHOI 3a 34iNCHEHHA hapMakoHarnsany;
KOHTaKTHOI 0cobu 3 chapmakoHarnsay 3asiBHuKa Ansi
30iViCHEHHs (bapmakoHarnsay B YKpaiHi, sKLL0 BoHa
BiMiHHa Bif yNOBHOBaxkeHOi 0co6M, BifgnoBiganbHOI 3a
3iNCHEHHA dbapMakoHarnsay (BKITYatyy KOHTaKTHI [AaHi)
Ta/abo 3MiHM y po3milLieHHi macTep-chalina cuctemm
dapmakoHarnsgy) - 3MiHa KOHTaKTHUX [AaHnX
JMOBHOBaXXEHOI  0COOM 3asBHUKA, BignoBiganbHoi 3a
3[iCHEHHA hapmakoHarnsay
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BHECEHHA 3MiH 0 peecTpauiiHuX Marepiarnis:

3MiHm | Tuny - 3miHa'y 6e3nocepeqHin ynakosui AdI -
BHECEHHs 3MiH gop. 3.2.8.6 Cuctema
KOHTeHep/3aKynoptoBarnbHuiA - 3aci6
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HavanbHukK Bigainy 3 nutaHb dpapmave BTMYHOI
AisnbHocTi [lenaptamMe HTYy BipoBaaXe HHA pe opm
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