NEPENIK

Dopatok 3

po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po aepxaBHY
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis Ta BHeCEeHHs 3MiH A0 AoAaTKa
3 po Haka3y MiHicTepcTBa OXOpPOHU
3popoB’s YkpaiHu Big 24 ntotoro 2021
poky Ne 347»

Big 11 6epe3Hsa 2021 p. Ne 440

NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIONYHUX MPEMAPATIB), LLIOAO AKUX BYJTU BHECEHI 3MIHM 10
PEECTPAUIMHUX MATEPIATIB, AKI BHOCATLCA 0O AEPXXABHOIO PEECTPY JNIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ | nikapcbko2o | (nikapcbka ¢hopma, 3asigHUKa eupobHuKa eionycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. ABPOJI® cupon, 15 mr/5 mn, TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | TMny - 3MiHK bes3 UA/9928/02/01
no 100 mny OAPM" OAPM" wono 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenma
dnakoHi 3 TEKCTY MapKyBaHHS YNaKkoOBKM NiKapCbKOro 3acoby 3 BHECEHHAM
nonietuneny abo iHcpopmalii LWoao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
ckna; no 1 dnakoHy BHeceHHs 3MiH go po3sainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
3 MipHOI MAPKYBAHHA 3rigHo i3 3aTBEpAXEHNM TEKCTOM MapKyBaHHS.
CKISIHOYKOKO B BBeneHHs 3MiH NpoTArom 6-Tv MicALiB Micnsi 3aTBEPOKEHHSA
KapTOHHIN ynakoBLi
2. | ABPONI® cupon, 30 mr/5 mn TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3aMiHu | Tuny - 3miHK be3 UA/9928/02/02
no 100 mny DAPM" PAPM" wono 6esnekun/edekTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenma
dnakoHi 3 TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSM
nonietuneHy abo iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
ckna; no 1 dprnakoHy BHeceHHs 3MiH go posginy “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
3 MipHOIO MAPKYBAHHA 3rigHo i3 3aTBEpAXEHNM TEKCTOM MapKyBaHHSI.
CKINSIHOYKOO B BBeaeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPOKEHHS
KapTOHHIN ynakoBLji
3. AB'IO®EH Tabnetku no 400 mr TlabopaTopii ®paHuis Ilabopatopii PpaHuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3aMiHu | TUny - 3mMiHn bes UA/5702/01/01
no 15 tabnetok y Bywapa Bywapa wono 6e3neku/edhekTUBHOCTI Ta hapmakoHarnsigy. BeegeHHs abo peuenma
GnicTepi; no 2 Pekopparti Pekopparti 3MiHM [0 y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
Gnictepu B (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy chapmakoHarnsgy,
KapTOHHIl kopobui 3MiHa ynoBHOBaXeHOi 0cobu, BiANOBiganbHOI 3a 3AiINCHEHHS
(hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsgy 3asiBHUKa
Ans 30iMCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
Bil ynoBHOBaeHOi 0cobu, BignoBiganbHOi 3a 34iNCHEHHSI
dapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-hanna cuctemn papmakoHarnsay) - amiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
capmakoHarnsg.
MponoHoBaHa pepakuisi: Paola Pirovano. 3MiHa KOHTaKTHUX JaHUX
yrNoBHOBaXeHOI ocobu, BignosigansHoi 3a dhapmakoHarnsig.




oparnbHOro Po3ynHy
3i CMaKkoM YOpHOI
cmopoaunHm no 5,2 r

MapaueTamony nokasHukiB «PO34nMHHICTbY Ta «Baxki meTanuy;
3MiHu | TUNy - BBEAEHHS NepioaNYHOCTI KOHTpornto anst A®|

2 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiHa Micus 3[IMCHEHHA OCHOBHOI AiSNbHOCTI 3 dapmakoHarnsgy
4. ABO[EIb Tabnetku no 1,5 wmr; 3AT "IHTENI JlntBa JIABOPATOPIO IcnaHis BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/17303/01/01
no 1 Tabnetuiy FEHEPWKC C NEOH wopno 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
6nictepi, no 1 HOPO" ®APMA, C.A. TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
Gnictepy y iHcpopMmalii LWoao 3a3HavYeHHs 0OAMHULB BUMIpIOBaHHSA Y cuctemi Sl.
KapTOHHiIN kopooLi BBefeHHs 3MiH NpoTArom 6-Tu MicaLiB Micnsi 3aTBEPAKEHHS
5. A3BECTIB TabneTku, BKpUTI AT Ykpaina AT YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3aMiHu | Tuny - 3mMiHu 3 bes UA/18149/01/01
nniBkOBOKO "KNIBCBbKI "KUIBCbKN sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHM y BUPOOHULTBI. 3MiHK peuenma
obornoHkoto; no 10 BITAMIHHANM BITAMIHHWW BunNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBMEHUX Y
TabneTok y 6nictepi; 3ABOLO" 3ABOLO" cneuudikauisix, nig Yac BUpOOHMLITBA rOTOBOrO NiKapCbkoro 3acoby -
no 6 Gnictepis y BHECEHHS 3MiH o MeToay BUnpobyBaHHs 3a nokasHukom "KinbkicHe
navuj BMU3Ha4YeHHs. Xonekanbundepon" ans npoMiKHOT NpoayKuii
paHynaTt Ne1, 3okpema: 3a3Ha4yeHHs BUKOPUCTAHHS HOMIHAMNbHOI
macu rpaHynsaty Ne1 3amicTe HomiHanbHOT Macu TabneTku-sgpa y
po3paxyHKoBin dopmyni. (BunpaBneHHs TeXHIYHOI NOMUKK)
6. AUOPIHK® NMOPOLLOK ANA AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3aMiHu | Tuny - 3miHu 3 bes UA/14813/01/01
opanbHOro PO34nHy sikocTi. A®Il. KoHTponb A®I - BunyveHHs 3i cneumdikadii ADI peuenma
3i CMakoM NIMMOHY [MapaueTamony nokasHukiB «PO34YMHHICTbY Ta «Baxki meTanuy;
no 4,8 r B cawue; no 3MiHW | TUMY - BBEAEHHSA NEePiOANYHOCTI KOHTponto Ans AdI
10 cawe B nayui 3 ®eHinedpurHy rigpoxnopuay 3a nokasHumkamu: «MikpobionoriyHa
KapTOHY ymcToTay - nepLuy (nepLuly NocTaBKy NOTOYHOTO POKY) Ta KOXKHY
[ecATy HacTyMHy cepii poKy, ane He piglle ogHOro pasy Ha pik.
«CynbdaTtuny, «CynbcaTHa 3ona» Ta «3anuLKoBi KinbKOCTi
OpraHiYHMX PO3YMHHKKIBY - AN NEePLUOT Ta KOXHOI M'ATOI HACTyNHOI
cepii poky, ane He pigwe ogHoro pasy Ha pik; 3MiHu | Tuny -
BUMNyYeHHs 3 igeHTudikauii A®I MapaueTtamony apyry
iaeHTuiKaLilo — TecT « TemnepaTypa NnaBneHHs», 3anuLeHo
nepuy ineHTudikadito — Tect I4; 3miHu | TUNY - BBeAEHHS
nepiognyHocTi koHTponto 13 3a nokasHunkoM «MikpobionoriyHa
yncToTay, 3 nepiognyHictio Ans M3 no 4,8 r nepLuy Ta KOXHY
ABafUATY HacTynHy cepii, ane He piaLie 0gHOro pasy Ha pik Ta Ans
N3 no 5,2 r neply Ta KOXHY AECATY HACTYMHi cepii, ane He pigwe
0[HOro pasy Ha piK;
3MiHM | TUNY - 3miHa y MeToauui BunpobysaHHsA And 113 3a
nokasHukom «MikpobionoriyuHa YuctoTay, a came BUIy4eHO Onuc
npoBeAeHHsI MeTOAMKM, OCKIfNIbKM MeToAMKa KOHTPOIIO 3a AaHnM
NOKa3HMKOM NMPOBOAUTLCSA BignoBigHo Ao Bumor EP, nonoBHeHo
nocunaHHam Ha AOY* (*- pgitove BUOAHHSRA); KpUTEPIT NPUAHATHOCTI
3anuweHi 6e3 3miH; 3MiHu | TUNY - nogaHHs oHoeneHoro CEP Ne R1-
CEP 2000-124-Rev 08 ons A®I MNapaueTtamony Bif Bxe
3aTBepakeHoro BupobHuka Angiu Lu'an Pharmaceutical Co., Ltd.,
Kutan
7. AUOPIHK® NMOpPOLLOK ANA AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3amMiHu | Tuny - 3mMiHK 3 bes UA/14814/01/01
sKkocTi. A®l. KoHTponb A®I - BunyyeHHs 3i cneundikadii APl peuenma




3 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B cawe; no 10 cawe ®eHinedpuHy rigppoxnopuay 3a nokasHukamu: «MikpobionoriyHa
B Mayui 3 KAPTOHY yncToTay - Nnepuly (NepLuy NOCTaBKy MOTOYHOIO POKY) Ta KOXHY
AecsATy HacTyMnHy cepii poKy, ane He pifLuie O4HOro pasy Ha pik.
«Cynbpatny, «CynbaTHa 3ona» Ta «3anuLKoBi KinbKOCTi
OpraHiYHMX PO3YMHHUKIBY - A4S NepLUOi Ta KOXHOI MATOI HAaCTYNHOI
cepii poky, ane He pigwe ogHoro pasy Ha pik; 3MiHu | Tuny -
BUINyYeHHs 3 ineHTudikauii A®I Mapauetamony apyry
ineHTudikauijto — Tect «TemnepaTypa nnaBneHHs», 3anuweHo
nepuy igeHtTudikauito — Tect I4; 3miHu | TUNY - BBeAeHHSA
nepiognyHocTi kKoHTponto 113 3a nokasHukom «MikpobionoriyHa
yuctoTay, 3 nepiognyHictio ans 13 no 4,8 r nepLuy Ta KOXHY
OBagusATy HaCTyNHy cepii, ane He pifLle ogHOro pasy Ha pik Ta Ans
N3 no 5,2 r nepuy Ta KOXHY AECATY HACTYMHi cepii, ane He pigwe
OfHOro pasy Ha pik;
3MiHu | TUNY - 3miHa y MeToauui BUunpobysaHHs ans 113 3a
nokasHukom «MikpobionoriyuHa YncToTay, a came BUITy4EHO Onuc
NpoBeAeHHSA METOAMKM, OCKINbKM METOAMKA KOHTPOIO 3a AaHUM
NoKa3HUKOM MPOBOAUTLCA BiANOBIAHO A0 BMMoOr EP, nonoBHeHO
nocunaHHam Ha QY™ (*- pitove BUAAHHN); KpUTEPIi MPUAHATHOCTI
3anuvweHi 6e3 3miH; 3minu | TUny - nogaHHs oHosneHoro CEP Ne R1-
CEP 2000-124-Rev 08 gnst A®I MNapaueTtamony Big Bxe
3aTBepakeHoro BMpobHuka Angiu Lu'an Pharmaceutical Co., Ltd.,
Kurtan
8. | AKTEMPA® KOHLIeHTpaT Ans ®.XodpdpmaHH- | LLBenuapis Bupo6HMuTBO AnoHisi/ BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3miHu Il Tuny - 3miHn 3a UA/13909/01/01
po34nHy Ans Ja Pow JIltg Hepo3dacoBaHo CLUA/ 3 gKocTi. FoToBUI Nikapcbkuii 3aci6. 3MiHn y BUpOBOHUUTBI. 3amiHa | peyenmom
iHdysin, 20 mr/mn, T npoaykuii, LLIserinapisa abo BBeZleHHA 4OAATKOBOI AiNbHULI BUPOOHULITBA ANs YacTMHKU abo
no 80 mr/4 mn abo nepBuHHe BCbOr0 BUPOGHUYOro MPOLIECy rOTOBOrO fikapCbKoro 3acoby
200 mr/10 mn abo nakyBaHHS: (BinbHUUS, Ha AKi NpoBOAATLCSA OyAb-ski BUpOOHWYI cTagii, 3a
400 mr/20 mny Yyran ®apma BVHSATKOM BUMNYCKY CEpIil, NPOBEAEHHS KOHTPOMIO SKOCTi Ta
chnakoHi; no 1 abo 4 MaHydekTypuHr BTOPWHHOIO MaKyBaHHS, Ars nikapcbkux 3acobis
hnakoHn y Ko. Ita, AnoHis BionoriyHoro/iMyHOMNOriYHOro NOXoAxeHHs abo nikapcbknx opm
KapTOHHIN kopobui BrpobHuuTBO KOMMMEKCHOro (CkrnagHoro) BUpobHNYoro npoLiecy) BBEAEHHS
Hepo3dacoBaHO [o4aTKoBOI AiNbHULUI Ans BUpoOHULTBa Hepo3dacoBaHoi NpoayKuil

i npoaykuii (ans
ynakoBku rno 400
Mr/20 mn),
BMNPOOYBaHHS
KOHTPOIHO SIKOCTI
(mns ynakoBku
no 400 mr/20
mn):
[xeHeHTeK IHK.,
CLWA
BMNPOOYBaHHS
KOHTPOIMIO AKOCTI
(ans ynakosku
no 400 mr/20

(no 400 mr/20 mn) xeHeHTek IHK., sika po3TalloBaHa 3a agpecoto:
4625 NE bpyksyg MNapksen, Xinncbopo, OR 97124 CLUA. 3minn Il
TMny - 3MiHK 3 siKoCTi. [0TOBMIA NiKapcbkuiA 3aci6. 3MiHU y
BMPOGHMLTBI. 3MiHa iMMopTepa/3miHu, WO CTOCYTLCS BUMYCKY cepii
Ta KOHTPOITO SKOCTi FOTOBOrO NiKapCcbKoro 3acoby (3amiHa abo
[0AaBaHHS AiNbHULI, Ha SKi 30INCHIOETLCSA KOHTPOIb
SKOCTi/BUNPOByBaHHS cepii Ans GionoriyHoro/iMmyHonoriYyHoro
nikapcbkoro 3acoby, Ta Oyab-sKOi AiNbHULI, Ha AKil 3aCTOCOBYETLCS
GionoriyHuiA/imyHonoriYHuiA MeToa BUNpPoOyBaHHSs) BBEOEHHS
[0A[ATKOBOI AinbHULI Ans BUNpobyBaHHsA koHTponto akocTi M3 (no
400 mr/20 mn) [xeHeHTek IHK., Ska po3TalloBaHa 3a agpecoto: 4625
NE Bpyksyg Mapksen, Xinncbopo, OR 97124 CLUA. 3minu Il Tuny -
3MiHu 3 gKocTi. [oToBMIA Nikapcbkuin 3aci6. 3MiHW y BUPOGHMLTBI.
3MiHa iMnopTepa/3amiHu, Lo CTOCYHTLCS BUMYCKY CEpii Ta KOHTPOM




4

[TponoBxeHHs nojgaTka 3

nioginizatom y
KomMnnekTi 3 1
hnakoHoOM
pO34MHHKKa (BOAA
Ans iH'ekuin) no 50
MI Yy KapTOHHIN
Kopobui

YUCTOTU 3 BIANOBIAHUMM KPUTEPIAMU NPUAHATHOCTI «Main peaks =
72 %, Fragment region 1: <2 %»; 3miHu | TNy — BBeAeHHS MeToay
KoHTpornto AP| 3a Noka3HUKOM AKOCTI «KaninsapHui renb-
enekTpodopes, BiAHOBIOBaNbHI BUMOTUY ANsi BUSHAYEHHS YUCTOTH
3 B3aMiH nokasHuka sikocTi «HOC-MAIE-enekTpodopes
(3abapBneHHs cpibrnom)». HoBui MeToa NOPIBHSIHO i3
3aTBepAKeHVM [03BOMSE OTpMMaTH enekTpodeporpamu 3 6inbLuIoo
PO3AINbHOK 34AaTHICTIO, L0 YMOXITMBITHOE BUKOHATM KiNbKICHY OLLIHKY;
3MiHuM | TUNY — BURNYyYeHHs 3i cneumdikauii A®I nokaszHuka skocTi «N-
TepMiHanbHe CEKBEHYBaHHS»; 3MiHU | TUNy — BUNYYEeHHs MeTody
BUNpobyBaHHsA «N-TepMiHanbHe CeKBeHyBaHHS» Ans KoHTponto API
PaHiwe B1npobyBaHHA 3a JONOMOro aBTOMaTU4YHOro
posLenneHHs 6inkie 3a EgmaHom 6yno 3apeecTpoBaHMM METOAOM
BMNPOOYBaHHSA NpW BUMYCKY ANSA NiATBEPOAXEHHS iBEHTUYHOCTI
nikapcbkoi cybcTaHuii anbTennasu. Hapasi ans nigTBepakeHHs
ineHTnyHocTi A®| BUKOPUCTOBYETLCS TPUNTUYHE NENTUOHE
KapTyBaHHs. 3a JoNomorow cneumdivHoi Ansa anbTenasv obepHeHo-
asoBoi BEPX oTpumytoTh yHikanbHui xpomatorpadivyHuni
npodinb, Ak MOBUHEH BiANOBiAaTV 3pasKy MOPIBHAHHS anbTenasu.
[aHi 3a MMHYNi pOoKN NPOAEMOHCTPYBanu NpaBurbHy TEPMiHanNbHy
nocnigoBHicTb Ginka, Wo NiaTBEpAXYe HadiNHWiA | BiATBOPIOBaNbHWIM
npotec BMpobHULTBa anbTenasu; 3mMiHu | Tuny — OHOBNEHHsI MeToAy
KoHTponto sikocTi APl 3a nokasHukom «OgHonaHutorosa» (Single-
chain), WWo noB’s3aHo i3 3miHO komnoHkn 3 TSKgel G3000SW 600 x
7,5 mm Ha TSK gel G3000SWXL 300 x 7,8 mm, o 3abesnevye

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mn): SIKOCTi FOTOBOTO Nikapcbkoro 3acoby (3amiHa abo AoaaBaHHs
[>xeHeHTeK IHK., OiNbHULI, Ha SIKil 34INCHIOETBCS KOHTPOMb SKOCTI/BUNPOBYBaHHS
CLUA cepii Ansa GionoriyHoro/iMyHoMNoriYHOro nikapcbkoro 3acofy, Ta 6yab-
BunpobyBaHHsi AKOI AiNbHUL, Ha SKi 3aCTOCOBYETLCS 6iONOriYHNI/IMYHONOTIYHWIA
KOHTpPOsto MeTo[ BUNpobyBaHHS) BBEAEHHS AOAATKOBOI AiNbHULI Ans
SAKOCTI: BUNpobyBaHHs koHTponto M3 DxeHeHTek IHK., sika po3TalloBaHa 3a
Pow ®apma AT, agpecoto: 1000 Heto XopawnseHc Bewn, Bakasinn, CA 95688, CLLUA.
Himeuunna 3Minu Il TMNYy - 3miHK 3 skocTi. FoToBMIA Nikapcbkui 3aci6. Cuctema
BTtopuHe KOHTelHep/3aKkynoptoBanbHui 3aci6. 3miHa y NepBUHHIN ynakoBLi
nakyBaHHs, roTOBOro NikapCcbkoro 3acoby (Tun KoHTenHepa abo AofaBaHHSA
BMNPOOyBaHHS HOBOrO KOHTelHepa) - CTepunbHi nikapcbki 3acobu Ta nikapcbki
KOHTpOTO 3acobu 6ionoriYHOro/iMyHONOrYHOTO MOXOAXEHHS - BBEAEHHS
SKOCTI, BUMYCK HOBOIO NEPBMHHOIO NakKyBaHHs Ans ynakosku no 400 mr/20 mn
cepii: BUpPOOHMLTBA [KeHeHTekK IHK., Wo nepenbayvae BNpOBamKEHHS
& . XopdpmaHH- HOBOro hrakoHy, ryMoBOi NPOGKU Ta KOBMayka 3 KPULLKOO 3
Ia Pouw J11A, BignosigHnMmu 3miHamu o MKA J13 y po3gini «KoHTenHep»
LLisenuapis 3anponoHoBaHo: Onuc - ®nakoH 3 6e3bapBHOro ckna micTkicTio 20
mn Kpuwka tuny Flip-Off — YepsoHoro konbopy KoBnavok —
CpibnsacToro konbopy 3aTBepAXKeHHS CTUKepy Ha yrnakosky 400
mr/20 mn y donakori Ne 1 113 y 38’a3ky 3 foAaBaHHAM HOBOrO
KOHTelHepa (anst BupobHuka "[xeHeHTek IHK.").
9. AKTUNI3E® nioginizat Ans BepiHrep HimeyvumH Bepinrep Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/2944/01/01
po34nHy Ans IHrenbxanm a IHrenbxanm AonoBHeHHs cneumdikauii APl nokasHnkom skocTi «KaninapHui peuenmom
iHdysin no 50 mr; 1 IHTepHeLwHN dapma 'M6X i renb-enekTpodopes, BigHOBMOBANbHI BUMOrM» A9 BUSHAYEHHSA
hnakoH 3 m6X Ko. KI
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[TponoBxeHHs nojgaTka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

3MEHLUEHHS Yacy aHanidy. Kputepii npuinHAaTHOCTI y cneundikauii He
3MiHunuca. [logaTtkoBo BHECEHi He3HauHi pedakuin npaBku Ans
NONINWeHHSA CTPYKTYpY AOKYMEHTY, BUNYyYeHi NOCUMAaHHA Ha HOMepu
BHYTPILLHIX npoLeayp KOMMaHii, 4JONOBHEHO iH(POpMaLieto LWoao
AKOCTi BUKOPUCTOBYBAHMX peareHTiB, MpoLeaypu po34YMHEHHS
niodpinizaty, TeCTy NpMAATHOCTI cCUCTeMU, AoAaHi TUNOBI
XpomaTorpamu; 3miHu | Tuny - OHOBNIEHHA METOAY KOHTPOSO AKOCTi
A®| «CHO HCP ELISA 2G»:Bigbynocs copmanbHe OHOBNEHHS
MeToAWKM (HOBWI AM3alH OOKyMeHTaLlii), a came 3MiHeHui hopmat
pos3ginie, BUKOHaHe nepedpasdyBaHHsi, AONOBHEHO iHpopMalLlieto
LLIOAO0 SKOCTi BUKOPUCTOBYBAHMX peareHTiB. [JoaaTkoBO BHECEHI
He3HauyHi peaakuiviHi npasku. MeToguka NpoBeAEHHA Ta KpUTepii
NPUAHATHOCTI HE 3MIHUMNCS; 3MiHW | TUMY — OHOBMNEHHSA MeToay
koHTporto skocTi APl «ha-PA ELISA»: Binbynocs dopmansHe
OHOBIIEHHS MeTOAMKM (HOBWIA AW3alH AOKYMeEHTaLi), a came
3MiHeHuI chopmaT po3ainis, BUKOHaHe nepedpasyBaHHs,
AOMOBHEHO iHOPMAL€t0 LLOAO AKOCTi BUKOPUCTOBYBAHUX
peareHTiB, TeCTy npugaTHoOCTi cuctemu. [logaTkoBO BHECEHI
He3HauHi pegakuiviHi npaekn. Metoavka NnpoBeAeHHs Ta Kputepii
NPUAHATHOCTI HE 3MIHUMNCS; 3MiHW | TUMY — OHOBMNEHHSA MeToay
KoHTporito sikocTi AP 3a nokasHukom «BusiBneHHs muwaumx IgG —
aHTuTin metogom ELISA (354)» (Mouse-lgG-ELISA-354): Binbynocs
dopmarnbHe OHOBIEHHS METOANKN (HOBUI AM3alH AOKyMeHTaLii), a
camMe 3MiHeHui hopmMaT po3sgdinie, BUKOHaHe nepedpasyBaHHs,
[AOMOBHEHO iHOpMAaLi€to LLOAO AKOCTi BUKOPUCTOBYBAHUX
peareHTiB, TECTY NpuaaTHoCTi cuctemu. [1o4aTkoBO BHECEHI
He3HauHi pefakuiviHi npasku. Metogunka npoBedeHHs Ta KpuTepii
NPUAHATHOCTI HE 3MIHUMNCS; 3MiHW | TUMY — OHOBMNEHHSA MeToay
KoHTponto sikocTi APl «OnirocaxapyaHe KapTyBaHHSA»
(Oligosaccharide mapping): Bigbynocsi popmarnbHe OHOBMEHHS
MeToAMKM (HOBWI AM3alH AOKyMeHTaLlii), a came 3MiHeHui hopmat
po3ginis, BUKOHaHe nepedpasyBaHHsi, AONOBHEHO iHpopMaLlieto
LLIOAO SKOCTi BUKOPUCTOBYBAHUX peareHTiB, NOCNiAOBHOCTI 3pa3skiB
BEPX, Temnepatypu KONOHKK, TECTY NPUAATHOCTI CUCTEMW, AOAAHI
TMNOBI XpomaTorpamu. [1o0aTkoBO BHECEHI HE3HAYHI peaaKLifiHi
npasku. MeTtoaunka npoBefeHHs Ta KpUTepii NPUAHATHOCTI He
3MiHURUCS; 3MiHK | TUNY — OHOBMEHHSA MeToAy KOHTPOIo sKoCcTi AdI
«®ibpuHonia» (Clot lysis): Binbynocsa dopmanbHe OHOBNEHHS
[OKYMEHTY (HOBWI AM3alH OOKyMeHTaLii), a came 3MiHeHui hopmat
po3ainie, BUKOHaHe nepedpasyBaHHs, JONOBHEHO iHpopmaLieo
OO AKOCTi BUKOPUCTOBYBAHWX peareHTiB, NpoLeaypy PO3UYMHEHHS
niodpinizaty, TecTy npugaTtHocTi cuctemu. ogaTkoBo BHECEHI
He3HauyHi pefakuiviHi npasku. Metogunka npoBedeHHs Ta KpuTepii
NPUAHATHOCTI HE 3MIHUMUCS; 3MiHW | TUMY - OHOBMNEHHSA MeToay
KoHTponto sikocTi A®I 3a nokasHukom «KoHueHTpauis 6inkis — YO
ckaHyBaHHs» (Protein concentration by UV-scan): BinGynocs
dopmarnbHe OHOBIEHHSI JOKYMEHTY (HOBWI An3alH JOKyMeHTalLlii), a
came 3MiHeHUI dhopmaT po3gdinis, BUKOHaHe nepedpasyBaHHS,

[OOMOBHEHO iHhopMaLieto LWoA0 SKOCTi BUKOPUCTOBYBAHMX
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peareHTiB, NpPoOLEAYPY PO3YNHEHHS NiodinidaTy, TECTY NpUAATHOCTI
cuctemu. [logaTkoBO BHECEHI HE3HAYHI PeAaKLiiiHi npaBKu.
MeToauka npoBeAeHHs Ta KpUTepii NPUAHSATHOCTI HEe 3MiHMNUCS.
[lopaTkoBO BHECEHHI peAakTOPChKi 3MiHW i3 BHECEHHSAM NOCUMNaHHS
Ha pedepeHTHi MoHorpadii €sponencbkoi Papmakonei B
cneundgikauii '3 Ta MmeTogax KOHTPOJIO SAKOCTI BiANOBIAHO A0
opuriHanbHMX AOKyMeHTiB: «OgHOpIAHICTE Macu»- Aoa4aHo
nocunanHsa Ha Ph. Eur. 2.9.5 y cneundikauito Ta MetToam KOHTponto
M3, 3amicTb onucy BUNPobyBaHHA HaAAETLCA NOCUNAHHS
BignosigHo go Ph. Eur. 2.9.5; «[IMpo3opicTb Ta cTyniHb
onanecueHLii» - goaaHo nocunaHHs Ha Ph. Eur. 2.2.1y
cneumdikauito Ta metoam koHTponto 13, 3amicTb onucy
BUNpoOyBaHHA HagaeTbCA NOCUMNaHHA BignoBiaHo Ao Ph. Eur. 2.2.1;
KpUTEpIv NPUAHATHOCTI £ cyneH3ii NopiBHAHHS | Bignosigae
kpuTepito NpuUnHATHOCTI < 3 NTU. Takum YmHOM Kputepin
NPUAHATHOCTI B cneumndikauii M3 npueegeHnin oo moHorpadii Ph.
Eur. 2.2.1 «CTyniHb 3abapBreHHsA» - 4oAaHo nocunanHsa Ha Ph. Eur.
2.2.5 y cneuudikauito Ta Metogu koHTpornto 13, 3amicTe onucy
BMNpobyBaHHA HagaeTbCA NnocunanHA BignosiaHo Ao Ph. Eur. 2.2.5;
«MexaHiyHi BKIMIOYEHHSI —HEBUAMMI YaCTKM» - AOAAHO NMOCUIaHHS Ha
Ph. Eur. 2.9.19 y cneundikauito Ta metToam koHTponto 13, 3amictb
onucy BunpobyBaHHA HagaeTbCs NocunaHHs BignosiaHo oo Ph. Eur.
2.9.19; «pH»- gpogaHo nocunanHa Ha Ph. Eur. 2.2.3 B cneuudikauito
Ta MeToau KoHTponio 113, 3amicTb onuncy BUNpobyBaHHA HaJAETLCS
nocunanns BignoeigHo Ao Ph. Eur. 2.2.3; «OcMonanbHICTb» -
[ofaHo nocunanHs Ha Ph. Eur. 2.2.35 B cneuudikadito Ta metoam
koHTpornto 13, 3amicTb onncy BUNPobyBaHHA HAAAETHLCS NOCUNAHHS
BignosigHo o Ph. Eur. 2.2.35; «bakrepianbHi eHOOTOKCUHWY -
[oAaHo nocunaHHs Ha Ph. Eur. 2.6.14 B MeTOAN KOHTPOIO SKOCTI
N3, 3amicTb onucy BUNpobyBaHHA HAAAETLCA NOCUNAHHS
BignosigHo o Ph. Eur. 2.6.14;- «CTepunbHicTb» - BigNoBigHO A0
moHorpadii Ph. Eur . 2.6.1 KpuTepinn NpUNHATHOCTI B cneumdikadii
«CTepunbHUA» 3aMiHeHnn Ha «PicT BiACYTHINY , BHECEHO NMOCUIaHHSA
Ha Ph. Eur. 2.6.1 y meToam koHTponto He Byno BHeCEHO 3MiH Yy
BiIHOLLEHHI caMmnx MeToAiB Ta ix Banigauii. [JogaTkoBo
3aTBepmakeHHss MKA 13 ykpaiHcbkoto MoOBOH ; 3MiHu |l Tuny —
OHOBIEHHs MeToAy BUNpobyBaHHs AD| 3a nokasHukoM «TpunTu4He
nenTuaHe KapTyBaHHs». [TOTOYHMI Ta 3aNpPONOHOBaHNI METOAU
I'PYHTYIOTBCS Ha iAEHTUYHMX NPpUHLMNaXxX BUNpobyBaHHS, a came
TPUNTUYHWIA Figponi3 3 noaanbLo obepHeHo-asosoto BEPX. Y
nepernsHyTomy MeToAi 6yna BUKOHaHa He3HayHa 3MiHa npouenypu
NpuUroTyBaHHSA 3paska, Lo 3abe3nevye 3MeHLLEeHHS Yacy
npurotyBaHHsA. Kputepii npuiHATHOCTI He 3MmiHnnucs. [logaTkoBo
Biabynocs opmaribHe OHOBMEHHS JOKYMEHTY (HOBWUI An3anH
[OKyMeHTalii), a came 3MiHeHuin doopmaT po3ainis, BUKOHaHE
nepedpasyBaHHs, AONOBHEHO iHGOPMAaLEO LWLOA0 SKOCTI
BVIKOPVICTOBYBAHWUX peareHTiB, TECTY NPUAATHOCTI CUCTEMW, OOAaHI
TMNOBI XpOMaTorpamu; HagaHa iHdopMaLisi CTOCOBHO cchepu
3acTocyBaHHsl MeToay, 06’egHaHi po3ginu HeobxigHe obnagHaHHs
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Ta MapameTpu obnagHaHHs. BHeceHi peaakuiiHi npaBkné 3miHu |
TUMY — BBEAEHHS KpUTEPIto NPUNHATHOCTI Y cneumdikadito M3 Ha
BUNYCK 3@ NMOKa3HWKOM «ApriHiH» 3aMiHa NoKa3HuKa sIKOCTi Y
cneundikauii I'113; 3miHu | TUNY — BBeAeHHs meToay kKoHTponto 113
32 MOKa3HMKOM «ApriHiH» MeToAO0M KOMGiHaLii adiHHOI-, aHioH- i
kaTioH o6MiHHOT 06epHeHo-ta3oBoi BEPX B3amiH nokasHuka
«BwusHayeHHs apriHiHy» meTogom obepHeHo-tasosoi BEPX, wo
[03BOMUTL BU3HAYATH KiNbKICHO apriHiH; 3MiHW | Tuny — BBeAEHHs1
KpUTepito NpUAHATHOCTI Y cneumdikauito 113 Ha Bunyck 3a
nokasHukom «Monicopbat 80». [MOTOYHMIA 3apeecTpoBaHNin METOA,
He noTpebye OHOBMEHHSA Ta MOXe 3aCTOCOBYBATUCS NS KiNbKICHOTO
BunpobyBaHHs nonicopbaty 80. Kputepii npuiHATHOCTI Bynn
BCTaHOBIIEHI 3@ 4OMOMOrOI0 CTAaTUCTMYHOTO NiAXoAy Mo pesynbTatam
TecTyBaHHs cepii [T13 anbTenasu; 3MiHn | TNy — OHOBNEHHA MeToay
BunpobyBaHHs 113 3a nokasHukom «[lMonicopbat 80»: Binbynocs
dopmarnbHe OHOBIMEHHS METOANKN (HOBUI AM3alH AOKyMeHTaLii), a
came 3MiHeHuIn doopmaTt po3Ainis, BUKOHaHe nepedpasyBaHHs,
[OMOBHEHO iHhopMaLi€eto LWOoAo SAKOCTi BUKOPUCTOBYBAHUX
peareHTiB, NPOLEAYPY PO3YMHEHHS Niodini3aTy, TECTY NPUAATHOCTI
cucTemMu, AodaHi TUMoBi XxpomaTtorpamu. [Jo4aTkoBO BHECEHI
He3HayHi pegakuiviHi npaBku. 3MiHEHO Ha3BY MoKasHUKa,
3aTBepakeHo: BusHayeHHsa nonicopbaty 80. MeTtoanka npoBeaeHHS
He 3MiHunacs; 3miHu | Tny — AONOBHEHHs cneumdikauii M3
NOKa3HWKOM siKoCTi «KaninapHuin renb-enektpodopes,
BiZIHOBMNIOBambHI BUMOTM» AS1S1 BU3HAYEHHS YNCTOTM 3 BiAMNoOBiAHMMU
KpUTEPISMN NPUAHATHOCTI Ha BUNYCK Ta HA TEPMiH NPVUAATHOCTI
B3aMmiH nokasHuka «HOC-MNAIE-enekTpodopes (3abapBneHHs
cpibnom)»; 3mMiHn | TNy — BBeAeHHA meToAy koHTponto 113 3a
NOKa3HUKOM SKOCTi «KaninsipHui renb-enekrpogopes,
BifHOBMNIOBAIIbHI BUMOrU» AN BU3HAYEHHS YNCTOTU 3 B3aMiH
nokasHuka sikocti «HOC-MNAIE-enekTpodhopes (3abapsneHHs
cpibnom). HoBuin MeToa NOpPIBHAHO i3 3aTBEPAXKEHNM [03BONSE
oTpumaTu enektTpodeporpamu 3 6inbLIOK PO3AiNbHO 34ATHICTHO,
LLIO YMOXIMBIIIOE BUKOHATM KiNbKICHY OLLIHKY; 3MiHW | Tuny —
AonoBHEeHHS cneumdikadii 113 Ha BUMycK NoKasHUKOM SIKOCTI
«KaninapHe isoenektuyHe oKycyBaHHS i3 Bidyanisauieto» 3
BiANOBIOHVMUW KPUTEPIAMU NPUAHATHOCTI B3aMiH NOKasHUKa
«|30enekTpnyHe hokycyBaHHSA»; 3MiHU | TUMY — BBEEHHA MeToay
koHTponto M3 «KaninsipHe i3oenekTnyHe okycyBaHHs i3
Bidyanisauieto» B3amiH meToay «l3oenekTpuyHe okycyBaHHSA» ONns
OLliHKM reTeporeHHocTi 3apsay. HoBuiA MeToz NOpiBHSHO i3
3aTBEpPAKEHUM [03BONSIE OTPUMATH enekTpodeporpamu 3 HinbLLOO
PO3AINbHOI 34aTHICTIO, L0 YMOXIMBIIIOE BUKOHATM KiNlbKICHY OLLIHKY;
3MiHM | TUNY — OHOBMNEHHSI MeTOAY KOHTpOrto skocTi 113 3a
nokasHukom «BurcokoedekTBHa ekckmno3nBHa xpomaTtorpadis», Wo
MoB’s13aHO i3 3MiHO konoHkn 3 TSK G3000SW 600 x 7,5 mm Ha TSK
gel G3000SWXL 300 x 7,8 MM, Lo 3abe3neyye 3MEHLLEHHs Yacy
aHanidy. Kputepii npunHATHOCTI He 3miHunucs. [logaTkoBO BHECEHI
He3HauHi pedakuiv NpaBKW AN NOMIMNLWEHHS CTPYKTYPW JOKYMEHTY,
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BUITyY€Hi NOCMNAHHA Ha HOMEPU BHYTPILLHIX NPoLeAyp KOMNaHii,

AOMOBHEHO iHOPMALIEI0 LLIOAO SAKOCTi BUKOPUCTOBYBAHUX
peareHTiB, nNpoleaypun po3vnHeHHs niodinisaTy, NopsAKy BBEAEHHS
npo6, TeCcTy NpPMAATHOCTI CUCTEMM, AoAaHI TUMOBI XpOMaTorpamu.
3MiHEeHO Ha3By NnokasHuka, 3aTBepaxeHo: BusHayeHHs MoHoMepy rt-
PA. Kputepii npunHATHOCTI 3anuwweHi 6e3 3miH; 3MiHu | Tuny —
OHOBMEHHSA MeToAy KOHTponto sikocTi [T13 3a nokasHukom
«OpgHonaHutorosa», WO NOB’A3aHO i3 3MiHOKO KOMOHKN 3 TSKgel
G3000SW 600 x 7,5 mm Ha TSK gel G3000SWXL 300 x 7,8 mm, Lo
3abe3nevye 3MeHLLIEHHs Yacy aHanidy. Kputepii npuAHATHOCTI He
3MiHunuca. [logaTtkoBo BHECEHI He3HauHi peJakuin npaBky s
NoninLWeHHsA CTPYKTYpY AOKYMEHTY, BUNyYeHi NOCUNaHHA Ha HoMepu
BHYTPILLUHIX NpoLeayp KOMMaHii, JONOBHEHO iH(bOpMaLi€eo LWoao
AKOCTi BUKOPUCTOBYBAaHMX peareHTiB, MpoLeaypy po34YmMHEHHS
niodpinizaty, TeCTy NpMaaTHOCTI cUCTemMu, A0AaHI TUMNOBI
XpomaTorpamu; a TakoX NMOrofKeHi KpUTepii MPUAHATHOCTI Y
cneumdikauii Ha TepMiH NPMAATHOCTI BIANOBIAHO 4O KPUTEPIiB Ha
BUMyckK; 3MiHEHO Ha3BY MOKa3HKKa, 3aTBepAKeHO: BuaHaveHHs
opHonauorosoro rt-PA; amiHm | Tuny — oHoBneHHs metoay
KOHTpOrto skocTi [T13 3a nokasHnkom «30BHILLHIN BUrMAO»:
Biabynocs popmarnbHe OHOBMNEHHS AOKYMEHTY (HOBUI An3aiiH
AOKyMeHTaLii), a came 3MiHeHun dhopmat po3ainis, BUKOHAHe
nepedpasyBaHHsl, BHECEHHAM pefaKLUiiHUX NpaBoK: BuaaneHa
HecyTTeBa iHbopmauia (napameTpu obnagHaHHs, BUNpobyBaHHSA
npuaaTHOCTI CUCTEMU, NOCUINAHHSA Ha iHLLI eKBiBanNeHTHi maTepianu).
MeToauka npoBeAeHHs Ta KpuTepil NPUAHATHOCTI HE 3MIHUIUCS;
3MiHu | TUNY — OHOBREHHSI MeToay BUNpobyBaHHs 13 3a
noKa3HUKoM «4ac po3unmHeHHs»: Biabynocsi hopmMarnbHe OHOBMEHHSA
OOKYMEHTY (HOBWIN AM3alH JOKyMeHTalLlii), a came 3MiHeHui oopmar
pos3ainis, BUKOHaHe nepedpasyBaHHs, BHECEHHAM pefaKuiiH1X
npaBoK: BuAaneHa HecyTTeBa iHbopmauis (napameTpu
obnapHaHHA, BUNpoOyBaHHA NPMAATHOCTI CUCTEMM, MOCUIAHHS Ha
iHWI ekBiBaneHTHi MaTepianu). MeToamka NpoBeAEHHS Ta KpUTepil
NPUAHATHOCTI HE 3MIHUMNCS; 3MiHW | TUMY — OHOBMNEHHSA MeToay
BunpobyBaHHs 113 «Cianosa kucnotay: Bigdynocs oopmansHe
OHOBMEHHS AIOKYMEHTY (HOBUIA An3aliH OKYMeHTaLi), a came
3MiHeHW popmaTt po3Ainis, BUKOHaHe nepedpa3yBaHHs,
[OMOBHEHO iHbopMaLLi€to LOAO SAKOCTi BUKOPUCTOBYBAHMX
peareHTiB, TeMnepaTypoto KONOHKM Ta aBTocemMnnepa, npoleaypu
PO34YMHEHHS niodinisaTy, NOCNiAOBHOCTI BBEAEHHS NPO6, TECTY
NpuaaTHOCTI CUCTEMM, JoAaHi TMNOBI XpomaTtorpamu. [logaTkoBo
BHECeHi He3HauHi pedakuinHi npaBkn. 3MiHEHO Ha3BY NOKa3HUKa,
3aTBepakeHo: Cianosi kucrnotu. MeToauka npoBeAeHHs Ta kputepii
NPUAHATHOCTI HE 3MIHUMUCS; 3MiHW | TUMY — OHOBMNEHHSA MeToay
BunpobyBaHHs 13 3a nokasHukom «BmicT Bogu» Bigbynocs
hopmarnbHe OHOBIEHHSI JOKYMEHTY (HOBWI AM3aliH AOKyMeHTalLlii), a
came 3MiHeHuIn doopmaTt po3AiniB, BUKOHaHe nepedpasyBaHHs,
[OMOBHEHO iHhopmalieto Woao TecTy NPUAATHOCTI CUCTEMM.

[opatkoBo BHECEH He3HaYHi peaakUiviHi npaBku. 3MiHEHO Ha3BY
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n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

nokasHuka, 3atBepaxeHo: Boga. Metoaunka nposeAeHHs Ta KpuTepii
NPUAHATHOCTI HE 3MIHUMUCS. (BUIyYEHHA METOAUKN 2 Ans
BM3HAYeHHs BMICTY BOAW, Sika NOMUNKOBO Byna 3anuiieHa B
oHoBneHomy MKA, nicns BHECEHHS 3MiH); 3MiHW | TUMY — OHOBMEHHS
meToay BunpobyBaHHs M3 «PibpuHonis»: Biadynocs chopmansHe
OHOBMEHHS AOKYMEHTY (HOBUI AM3aliH AOKYMeHTaLji), a came
3MiHeHuI cbopmaTt po3ainis, BUKOHaHe nepedpasyBaHHs,
AOMOBHEHO iHOPMALIEI0 LLIOAO SAKOCTi BUKOPUCTOBYBAHUX
peareHTiB, NpoLeaypn PO3YUMHEHHS NiodinisaTy, TeCTy NpUAATHOCTI
cvucTemu. [loaaTkoBO BHECEHI HE3HAYHI pefaKLiiHi npaBkn. 3MiHEHO
Ha3BYy NoKasHuka, 3aTBepmkeHo: PibprMHONITUYHA aKTUBHICTb.
MeToaunka npoBeaeHHs Ta KpUTepil NPUAHATHOCTI HEe 3MiHMMUCS.
3MiHuM | TUNY — OHOBNEHHs1 MeToAy BUNpobyBaHHA 113 3a
nokasHukom «KoHueHTpauis 6inkis —Y® ckaHyBaHHA» :Bigbynocs
opmarnbHe OHOBIEHHSI OKYMEHTY (HOBWI AM3alH OOKyMeHTalLlii), a
came 3MiHeHuIn dhopmaTt po3Ainis, BUKOHaHe nepedpasyBaHHs,
AOMOBHEHO iHOPMAL€t0 LLOAO AKOCTi BUKOPUCTOBYBAHUX
peareHTiB, NpoLeaypn PO3YMHEHHS NiodinisaTy, TeCTy NpMaaTHOCTI
cvuctemu. [lo4aTkoBO BHECEHI HE3HAYHI peAaKLiiHi npaBkn. 3MiHEHO
Ha3BYy NOKa3HWKa, 3aTBeppkeHo: YP abcopbuinHa
cnekTpodoTomeTpia. MeToauka npoBefeHHS Ta KpuTepil
NPUAHSATHOCTI HE 3MIHUIUCS; 3MiHM |l TURy — 3miHa KpuTepiiB
NPUMHATHOCTI y cneumdikauii 113 3a nokasHukom «Tun I/Tun Il», wo
06ymMOoBReHi 3amiHO MeToAy BU3HAYEHHsI BapiaHTiB rnikonisauii | Ta
Il Tuny y 3paskax anbTennasv;
3MiHu |l TUNY — BBEAEHHS1 HOBOrO MeToay BUNpobyBaHHs 13 3a
nokasHukom «Tun I/Tun II» meTogom 3BopoTHO-chasosoi BEPX
Ha 3aMiH 3aTBepakeHoro metofy «BusHaveHnHs Tun I/Tun 11»
meTtogom [ICH-MATE-enektpodopesy. Obuasa metoan
BUKOPUCTOBYIOTBCA ANt BU3HAYeHHS BapiaHTiB rrikonidadii | Ta Il
TMNy y 3paskax anbtenasu. Hoeun metop 3abeaneuvye kpalle
pO34ineHHs1 Monekyr, 6inbLU BUCOKY TOYHICTb, HAAiNHICTb Ta
MEHLLUWU Yac Ansa aHanisy

10.

AnbAOA30nN

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 400
mr; no 3 TabneTkn y
GnicTepi; no 1
onictepy y nauui

AT

"KUIBCHKUN

BITAMIHHAN
3ABOQ"

YkpaiHa

AT

"KNIBCHKMN

BITAMIHHUM
3ABOQ"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHnx maTtepianis: 3aMiHu | Tuny - 3miHK 3
akocTi. CepTudikaT BignosigHocTi/l'E-cepTudikaTt BianoBigHOCTi
€Bponevicbkin dapmakonei/moHorpadii. 3miHu, nos'a3aHi 3
HeOoOXiaHICTIO NpMBeAeHHs Yy BignoBigHiCTb Ao MoHorpadii PY abo
€Bponelicbkoi hapmakonei, abo iHWOoi HauioHanbHOI hapmakonei
aepxasu €C (3miHa y cneumndikauisx, nos'a3aHa 3i 3miHamu B J®Y,
abo €Bponelicbkin hapmakonei, abo iHLWiN HauioHanbHi
apmakonei aepxasu €C) - npuBeaeHHs Crneuudikauii Ha gitody
peyoBMHy AnbbeHaason y BiANOBIAHICTb 4O akTyanbHOi MOHorpadii
€p.Papm. 1386 Ha Albendazole. BunyyeHo nokasHuk
«PO34MHHICTbY, OCKINbKM AaHWU TECT XapaKkTepuaye di3nKo-xiMidHi
BnactmeocTi APl i He noTpebye pyTUHHOrO KOHTponto. Hassy
nokasHuKa «3anvLuKoBa KinbKiCTb OpraHiYHMX PO3YMHHUKIBY 3MIHEHO
Ha «3anuLKoBi po34MHHUKMY. [Noka3Hukn « CynpoBigHi AOMiLLKMy Ta
«KinbkicHe BU3HaYeHHsI» NpMBEAEHO Y BiAMOBIAHICTb 40 MOHorpadii

3a
peuernmom

UA/9351/01/01
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n 3acoby ynakoeka) noceio4yeHHs1
€p.Papm. 1386 Ha Albendazole
11. | APOMA3UH TabneTkn, BKpUTI MNeAN3EP CWA MNdparizep ITanis ITanis BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/4769/01/01
LlyKpOBOIO IHK. C.p.n. oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peyenmom
obonoHkoto, no 25 3MiHW 4O y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
mr, no 15 TabneTok (BBEAEHHA Y3aranbHEHUX AaHWX Npo cucteMy hapmakoHarnagy,
y bnicTepi; no 2 3MiHa yNnoBHOBaXeHoi ocobu, BianoBiganbHoI 3a 3a4iCHEHHS
6nictepu B chapmMakoHarnsay; KOHTaKkTHOT ocobu 3 hapmakoHarnsay 3asiBHUKa
KapTOHHiIN kopobLyj; Ans 34iMCHeHHs dhapmakoHarnsgy B YKpaiHi, SKLLO BOHa BigMiHHa
no 20 TabneTok y Bi] ynoBHOBaXeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
6nictepi; no 5 dapmakoHarnsaay (BKOYar4n KOHTaKTHI AaHi) Ta/abo 3miHn y
6nictepi y pO3MiLLieHHI MacTep-anna cuctemm papmakoHarnsaay) - amiHa
KapTOHHiI kopoOLi yMNOBHOBaXeHOi 0coby 3asiBHMKa, BignoBiganbHOi 3a 34iNCHeHHS
dapmakoHarnsaay: NponoHosaHa peaakuis: bapbapa [le Beprapai/
Barbara De Bernardi. 3miHa KOHTaKTHMX AaHVX YNTOBHOBaXEHOI
ocobu 3asiBHUKa, BiQMNOBiAanbHOI 3a 34ilcHEHHs1 hbapMakoHarnsay
12. | ACNAPKAM rpaHynm MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny - - UA/15222/01/01
(cybeTaHuis) y "Ximcpapmsas "Ximcbapmaasoa agMiHicTpaTuBHI 3MiHW. BunyyeHHst BUpOGHMYOI AinbHULI
noaBivHNX oA "YepsBoHa "YepsoHa 3ipka" (Bkntovaroum ginbHuui ans A®l, npomMixHoro npogykTty abo roToBoro
nonieTuneHoBmx 3ipka" nikapcbkoro 3acoby, AinbHULI ANA NPOBEAEeHHSA NaKyBaHHS,
naketax gns BMPOGHKKa, BiANOBiAanbHOro 3a BMMYCK Cepiii, MicLe NpoBeaeHHs
thapmaueBTUYHOrO KOHTpOMto cepii) abo noctayanbHUKa BUXIQHOTO matepiany,
3aCTOCYBaHHS peareHTy abo [ONOMIXKHOT PEYOBUHY (SIKLLO 3a3HAYEHO Y AOChE) -
BUIyYeHHS 3aTBepkeHoi AinbHuLi (Ne2 uexy Ne1) BupobHuuTea
A®I Acnapkam; 3anpornoHoBaHo: TP 64-00481241-169-19 ginbHuus
Ne5 uex Ne2
13. | ACTPALE MOPOLLIOK ANst TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn be3 UA/17866/01/01
opanbHOro Po34nHy "Actpadapm” "AcTtpadapm" oo 6e3nekn/edhekTMBHOCTI Ta papMaKkoHarnsiay - BHECEHHS 3MiH | peyenma
no 200 mr; o 3ry Ao po3sginy “MapkyBaHHs” MKA N3:
cawe; no 10 cawe y 3anponoHoBaHo: MapkyBaHHsi. BignosigHo o 3aTBepaeHoro
KapTOHHiIl kopobui TEKCTY MapKyBaHHS. 3MiHM BHECEHi B TEKCT MapKyBaHHs! yNakoBK/
NiKapcbKoro 3acoby LWOA0 3a3HaYeHHsT OAVHULL BUMIPIOBaHHS y
cuctemi SI
14. | BAKTPOBAH | ma3b2 %;no15r makcoCmiTKn Benuka nakco Benuka BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3amMiHu | Tuny - 3miHu 3 3a UA/4019/01/01
™ masi B Ty6i; no 1 anH Ekcnopt BputaHisa OnepenwHc HOK Bputanis skocTi. CepTudikaT BignosigHocTi/l'E-cepTudikaTt BiaNoBigHOCTI peuernmom
Ty6i B KAPTOHHIM Nimiteq TimiTen €Bponelicbkiit hapmakonei/MmoHorpadii. MoaaHHa HoBoro abo

kopoobui

OHOBIEHOro cepTudgikata BignosigHoCTi abo BUNYYEHHS
ceptudikaTa BignoBigHOCTI €Bponewickkin dapmakonei: ans Ad®l;
Ans BMXiAHOro maTepiany/peareHTy/NpoMiKHOrO NPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpoBHULTBI ADI; ANnst 4ONOMiXXHOT pe4oBUHM
(cepTudikat BignosigHOCTI EBponerichbkin dapmakonei) -
OHoBneHW cepTudikaT Bif yke 3aTBepaKEHOro BUPOGHUKa -
nogaHHsi oHoBneHoro CepTudikaTy BignoBiaHOCTI €EBponeiichkil
®apmakonei Ne RO-CEP 2017-011-Rev 01 (3atBepmxeHo: RO-CEP
2017-011-Rev 00) Ha gitody peyoBuHy Mupirocin Isobutyl acetate
process, BuaaHuin 3aTBepaxeHomy B1upobHuky Teva Pharmaceutical




11 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Works Private Limited Company, Hungary, €sponeicbkum
[upekTopaToM 3 KOHTPOMHO AKOCTi nikapcbkux 3acobis (EDQM)
15. | BEKAPBOH Tabnetku, no 10 My6niyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH IO peecTpaliliHiX MaTepianis: 3MiHu | Tuny - 3miHn bes UA/7454/01/01
TabneTok y 6nicTepi; aKuioHepHe akuioHepHe wono 6esnekun/edeKTUBHOCTI Ta hbapmakoHarnsay - 3amiHa posginy | peuenma
no 2 6nictepu y TOBapUCTBO TOBapUCTBO “I'padchiuHe odopmneHHs ynakoBku” Ha “MapkyBaHHs” MKA J13.
nayui 3 KapTOHy "HaykoBo- "HaykoBo- 3anponoHoBaHo: MapkyBaHHS. BignosigHo oo 3aTBepaXeHoro
BUPOBHWYUI BUPOBHWYMIA TEKCTY MapKyBaHHS yNakoBK/. 3MiHN BHECEHI B TEKCT MapKyBaHHS
LeHTp LeHTp yNaKkoBKW fikapcbKoro 3acoby Loao 3a3HavYeHHs oauHWLb
"BopLuariBcbk "BopLuariscbkui BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTtsrom 6-tu micsuis
Wi XiMiKo- XiMiKO- nicnsa 3aTBepAXXeHHs; 3MiHM | TUNy - 3MiHM 3 AkocTi. FoToBMI
dapmaueBTny dapmaueBTUYHK nikapcbkuii 3aci6. Cnctema KoHTenHep/3akynoproBarnbHuii 3acio.
HuI 3aBoa" 1 3aBoa”, 3mMiHa nocTayanbHUKa nakyBanbHUX MaTepianis abo KOMMMEKTYYMX
Ykpaina; TOB (SKLLO 3a3HaYeHO B AOCLE) (BUMYYEHHS NOCTaYanbHNKa) - BHECEHHS
"Arpocdapm"” 3MiH go p. 3.2.P.7. Cuctema KoHTeriHep/3aKkyrnopoBanbHuUin 3acib:
BUyYeHHSs iHopMaLii LWoao nocTayanbHUKIB NakyBanbHUX
matepianis: NMniska MBX (TOB “KnbokHep MNenTannact Pyc”, Pocis ;
“Gallazzi S.p.A.”, ITanis; “Bilcare Research Gmbh”, HimeuuuHa; “TBP
d.d.”, CnoBeHisi; Ponbra antomidiesa (TOB “Antpeng”, Ykpaina;
T30B “ABEO-Komnatis”, Ykpaina)
16. | BETACEPK® | TabneTku no 8 mr: AGGOTT HigepnaH Marwnax dpaHuis BHECEHHS 3MiH 10 peecTpaLliliHiX maTepianis: 3MmiHu | Tuny - 3miHn 3a UA/0489/01/01
no 15 trabnetok y Xenckea an JlaGopaTtopis wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peyenmom
6nicTepi, no 2 MpopakTc B.B. CAC 3MiHM 0O y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
Gnictepu B (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTeMy hapMakoHarnsay,
KapTOHHIN ynakoBLi; 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3AiNCHEHHS
no 30 Tabnetok y dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsaay 3asBHUKa
6nicTepi, no 1 ONs 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKLWOo BOHa BigMiHHa
6nictepy B Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
KapTOHHIN ynakoBLi; dapmakoHarnsaay (BKIOYarun KOHTaKTHI AaHi) Ta/abo 3miHn y
no 25 tabnetok y po3MilLieHHI MacTep-haina cuctemm papmakoHarnsay) - amiHa
6nicTepi, no 4 yNoBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
6nictepu B dapmakoHarmsa,.
KapTOHHIN ynakoBLi MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD / Tomac
Hiccnan, DVM, PhD. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3asBHUKA, BiANOBIAaNbHOI 3a hapmakoHarnag
17. | BETACEPK® | tabnetku no 16 mr: ABGOTT HinepnaH MawinaH PpaHuis BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3MmiHu | Tuny - 3miHK 3a UA/0489/01/02
no 15 a6o no 21 Xerickea an JlabopaTopis oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsiay. BeegeHHs abo | peyenmom
Tabnetui y 6nicrepi, MpopakTc B.B. CAC 3MiHW [0 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsagy

no 2 6nictepu B
KapTOHHIN ynakoBLi;
no 20 TabneTok 'y
6nicTepi, no 3
Gnictepu B
KapTOHHIl ynakoBLi

(BBEOEHHS y3aranbHeHWX AaHWX Npo cucTemMy cdhapmMakoHarnsay,
3MiHa ynoBHOBaXeHOi 0cobu, BiANoOBiganbHOI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ONs 30incHeHHs chapmakoHarnsay B YKpaiHi, SKLWOo BOHa BiAMiHHa
Bi ynoBHOBaeHOi ocobu, BignoBiganbHOi 3a 34ilCHEHHSI
dapmakoHarnsaay (BKIOYarym KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - amiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
chapmakoHarnsg.
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
MponoHoBaHa peaakuisa: Thomas Nisslein, DVM, PhD / Tomac
HiccnsanH, DVM, PhD. 3miHa KOHTaKTHMX AaHWUX YNOBHOBaXXEHOI
ocobu 3asBHWKa, BiANOBifanbHOI 3a hapmakoHarnsg
18. | BETACEPK® | Ttabnetku no 24 mr: ABGOTT HipepnaH MawnaH PpaHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/0489/01/03
no 10 TabneTok y Xernckea an JlaBGopaTtopis oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peyenmom
6nictepi, no 1 abo 5 | lMpogaktc B.B. CAC 3MiHW 0O y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
6nictepiB y (BBEAEHHS y3aranbHEHVX AaHWX Npo cucTemy hbapmakoHarnsgy,
KapTOHHiIN ynakoBLi; 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoi 3a 34iMCHEHHS
no 20 TabneTok y hapmakoHarnsiay; KOHTakTHoi ocobu 3 dhapmakoHarnsay 3asiBHUKa
6nictepi, no 1, 3 abo ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA
5 GnictepiB y BiJ, YNOBHOBaXXeHOI 0CO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
KapTOHHIN ynakoBLi; dapmakoHarnsay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
no 25 tabnetok y po3MiLLeHHi MacTep-channa cuctemy chapmakoHarnsgy) - aMmiHa
6nictepi, no 2 abo 4 YNOBHOBaXeHOI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
Gnictepu B bapmakoHarnag,.
KapTOHHIN ynakoBLi MponoHoBaKra pepakuis: Thomas Nisslein, DVM, PhD / Tomac
HiccnavH, DVM, PhD. 3miHa KOHTaKTHUX AA@HWX YNOBHOBaXXEHOT
ocobu 3asiBHMKA, BignoBiaanbHOI 3a hapmMakoHarnsg
19. | BICAKOOUN cynosutopii MpuBaTtHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn bes UA/1380/01/01
pektanbHi no 0,01 r aKuioHepHe akuioHepHe oo 6e3nekn/echekTMBHOCTI Ta hapMakoHarnsiay - OHOBIEHHS BXe | peuernma
no 5 cynoanTopiis y TOBapUCTBO TOBapWCTBO 3aTBEPKEHOro TEKCTY MapKyBaHHS; BHECEHHS 3MiH 4O pO3Ainy
6nicTepi; no 2 "JTekxim- "Nexxim - “MapkyBaHHa” MKA J13: sanponoHosaHo: MAPKYBAHHA.
Gnictepu y navui 3 Xapkis" XapkiB", YkpaiHa BignoBsigHo [0 3aTBEPAXXEHOrO TEKCTY MapKyBaHHS. 3MiHM BHECEHI B
KapToHY TEKCT MapKyBaHHS YNakoBKy Nikapcbkoro 3acoby LWOAO 3a3HauYeHHs
OOVHWLb BUMIpIOBaHHSA y cucTemi SI. BBegeHHs 3MiH npoTsarom 3-x
MicsILiB Micnsi 3aTBEPOKEHHS
20. | BICAKOOUN cynosutopii MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3aMiHu | Tuny - 3miHK - UA/13999/01/01
pekTanbHi no 0,01 r aKuioHepHe aKujioHepHe oo 6esnekn/edheKTMBHOCTI Ta hapMakoHarnsay - OHOBIIEHHS BXe
in bulk: no 5 TOBapuUCTBO TOBapuCTBO 3aTBEepPAKEHOro TekCTy MapkyBaHHs in bulk: no 5 cynosuTopiis y
Cyno3nTopiiB y "Nekxim- "Nekxim - 6nicTepi; no 250 6nicTepu y ALLMKY (BHECEHHS NO3HAYEHb OAUHUL
6nictepi, mo 250 Xapkis" Xapkis", YkpaiHa BVMIPIOBaHHS, 3 BUKOPUCTaHHAM NiTep NaTUHCLKOro andasity, Ta
Gnictepu y Awmky TOLLO); BHECEHHS 3MiH A0 po3ainy “MapkyBaHHs” MKA J13:
3anponoHoBaHo: MAPKYBAHHA. BignosigHo o 3aTtBepaKeHoro
TEKCTy MapKyBaHHS. BignosigHo o 3aTBepaXeHoro TekcTy
MapKyBaHHS1, L0 AOAAETECH. 3MiHWN BHECEHi B TEKCT MapKyBaHHS
ynaKoBKW fnikapcbKoro 3acoby oo 3a3HayYeHHst OAnHULb
BMMIipIOBaHHs y cuctemi Sl. BBegeHHs 3miH npoTarom 3-x micauis
nicnsa 3aTBepaXXeHHs
21. | BOPTEPO niogpinizat ans FETEPO IHAis [eTepo 1a63 IHAgis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3aMiHu | Tuny - 3miHK 3a UA/15089/01/01
po34MHy Ans NAB3 Nimiten oo 6e3nekn/edbeKTUBHOCTI Ta hapmakoHarnsgy - OHOBIEHHS BXe | peyenmom
iH'ekuin, no 3,5 mr 1 NIMITEL 3aTBEPAXXEHOro TEKCTY MapKyBaHHS; BHECEHHS 3MiH 4O po3diny
dnakoH 3 “MapkyBaHHs” MKA J13: 3anponoHoBaHo: MapkyBaHHs BignosigHo

nioginizatom y
KapTOHHI kopobui

[0 3aTBEPAXKEHOrO TEKCTY MapKyBaHHs. OHOBMNEHHS TEKCTY
MapKyBaHHS! yNakoBKM MikapCbKoro 3acoby 3 BHECEHHSIM iHdopmaLlii
LL{0A10 3a3HaYEHHsI OMHULB BUMIpIOBaHHS ¥ cucteMi Sl. BBeeHHs




13 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBEpAXKEHHS
22. | BOPTEPO niocpinizat ans FETEPO IHpis [eTepo Nab3 IHAis BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3miHn - UA/15090/01/01
po34mHy Ans JIAB3 Jimiteq oo 6esnekn/edekTMBHOCTI Ta hapMaKkoHarnsay - OHOBIEHHS BXe
iH'ekuin, no 3,5 mrin JIIMITEL 3aTBEpAKEHOro TeKCTy MapkyBaHHS in bulk: 10 conakoHis 3
bulk: 10 donakoHie 3 NOPOLLKOM Y KOpobLi 3 KapTOHY (BHECEHHS NO3HaYeHb OAMHWLb
NMOPOLLIKOM Y kopobui BUMIPIOBAHHS, 3 BUKOPUCTaHHAM NiTep naTuHCLKoro andasity,
3 KapTOHYy TOLLO); BHECEHHS 3MiH A0 po3ainy “MapkysaHHa” MKA J13:
3anponoHoBaHo: MapkyBaHHsi BignoBigHo 0o 3aTBepa)KeHoro TekcTy
MapKyBaHHs1. BignoBigHo [0 3aTBEpAXeHOro TEKCTY MapKyBaHHS,
o goaaetbesi. OHOBMEHHS TEKCTY MAapKyBaHHS YNakoBKM
nikapcbkoro 3acoby 3 BHECEHHAM iHcbopMalLlii LLoAo 3a3HavYeHHS
oaMHULbL BUMIipIOBaHHS y cuctemi Sl. BBeaeHHs 3mMiH npoTsarom 6-tu
MiCSILIiB MiCnsi 3aTBEPOKEHHSA
23. | BYAECOHIA- | cycneHsis gns 3AT "IHTENI Nnutea FEHETIK C.IN.A. ITanis BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3MiHu | Tuny - 3miHK 3a UA/17798/01/01
IHTENI HEB po3nuneHHs 0,25 FEHEPUKC wono 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
Mr/mn, Mo 2 mn B HOPO" TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
0[HOA030BOMY iHcpopMalii Loao 3a3Ha4YeHHs OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
KOHTENHepi, no 5 BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB NicNs 3aTBEPOXKEHHSA
KOHTEVHepiB Y
KOHBEPTI 3
antoMmiHieBoi
donbru; no 4
KOHBEPTU Y
KapTOHHIN kopobui
24. | BYAECOHIA- | cycneHsia ans 3AT "IHTENI Jlntea FEHETIK C.IN.A. ITanisa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/17798/01/02
IHTENI HEB po3nuneHHs 0,50 FEHEPUKC wopno 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIEHHS peuernmom
Mmr/mMn, no 2 mn B HOPO" TEKCTY MapKyBaHHS YNakoBKM NikapCbKOro 3acoby 3 BHECEHHSAM
0JHO[1030BOMY iHcpopmaLii Loao 3a3Ha4YeHHA OAMHULL BUMIPIOBaHHA Y cuctemi Sl.
KOHTelnHepi, no 5 BBeaeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPOKEHHS
KOHTenHepiB y
KOHBEPTI 3
arntoMmiHieBoi
donbru; no 4
KOHBEPTU Y
KapTOHHIl kopobui
25. | BYMPEH®IC | Ttabnetku ToBapucTso 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/10202/01/01
cybniHreanbHi no 00[aTKOBOK [0AaTKOBOK BHECEHO A0 |HCTPYKLiT ANS MeQnYHOro 3acTocyBaHHS NiKapCbKoro | peuernmom
0,0002 r no 10 BiAgnoBiganbHi BignoBiganbHicT 3acoby Ao po3sginis "B3aemMogis 3 iHLWMMK nikapcbkumuy 3acobamu Ta
TabneTok y 6nictepi; cTHo 10 "IHTEPXIM" iHWi BMAam B3aemopin", "OcobnmBocTi 3acTocyBaHHA" BiANOBIAHO A0
no 1 6nictepy B "IHTEPXIM" pekomeHgauin PRAC. BeegeHHs 3MiH NnpoTsarom 3-x micauis nicns
navji 3 KapToHy 3aTBEPOKEHHS
26. | BYMPEH® IC TabneTku ToBapucTso 3 YkpaiHa ToBapwucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | TUny - 3MiHK 3a UA/10202/01/02
cybniHreanbHi no 00[aTKOBOK [0aTKOBOK BHECEHO [0 IHCTPYKLUii Ana MeanyHOro 3acToCyBaHHSA NMikapcbkoro | peuenmom
0,008 rno 10 BiAnoBiganbHi BiANoBiganbHicT 3acoby Ao po3sginis "B3aemMogis 3 iHWMMK nikapcbkumuy 3acobamm Ta
TabneTok y 6nictepi; CTHO 10 "IHTEPXIM" iHWi B1am B3aemogin", "OcobnmBocTi 3acTocyBaHHs" BiANOBIAHO A0
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 1 6nictepy B "IHTEPXIM" pekomeHaauii PRAC. BeegeHHs 3MiH npoTsarom 3-x micauis nicns
navui 3 KapToHy 3aTBEpPOKEHHS
27. | BYNPEH® IC TabneTku ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH IO peecTpaliliHiX MaTepianis: 3MiHu | Tuny - 3miHn 3a UA/10202/01/03
cybniHreanbHi no [0[aTKOBOIO [0[aTKOBOIO BHECEHO A0 IHCTPYKLIT ANS MeANYHOro 3acToCyBaHHS NiKapCbKoro | peyernmom
0,002 r no 10 BignosiganbHi BianosiganbHicT 3acoby Ao posginis "BaaemMogis 3 iHWMMK nikapcbkumu 3acobamm Ta
TabneTok y 6nictepi; CcTHO 10 "IHTEPXIM" iHWi BMAam B3aemopin", "OcobnmBocTi 3acTocyBaHHA" BiANOBIAHO A0
no 1 6nictepy B "IHTEPXIM" pekomeHaauii PRAC. BeegeHHs 3MiH npoTsarom 3-x micauis nicns
nayui 3 KapToHy 3aTBEPAKEHHS
28. | BYNPEH® IC TabneTku ToBapwucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3miHu | Tuny - 3miHn 3a UA/10202/01/04
cybniHreanbHi No [0[aTKOBOKO [0[aTKOBOIO BHECEHO A0 |HCTPYKLiT ANS MeANYHOro 3acTOCyBaHHS NiKapCbKoro | peyernmom
0,0004 rno 10 BigNoBiganbHi BiANOBiganbHiICT 3acoby Ao posginis "BaaemMogis 3 iHWMMK nikapcbkumu 3acobamu Ta
TabneTok y 6nictepi; cTHO 10 "IHTEPXIM" iHWi BMAam B3aemogin", "OcobnmBocTi 3acTocyBaHHA" BiANOBIAHO 0
no 1 6nictepy B "IHTEPXIM" pekomeHaauii PRAC. BBegeHHs 3MmiH npoTsaroM 3-x micauis nicns
nayui 3 KapToHy 3aTBEPAKEHHS
29. BA3OCTEHOH | koHueHTpaT gns AT KesenbT EcToHia AT «KeBenbT» EcToHisa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/14734/01/01
NPUroTyBaHHSA TEXHiYHY MOMWIIKY BUNPAaBIIEHO B TEKCTi MapKyBaHHA Ha BTOPUHHIN | peyernmom
pO34uHy ans ynakosui J13. 3anponoHosaHo: BIDOMOCTI, LLIO BKA3YIOTbCA HA
iHdy3in 20 mkr/mn 30BHILLHIA YMAKOBL|I NIKAPCBKOIO 3ACOBY BA3OCTEHOH,
no 1 mn B amnyni, KOHLIEHTPAT AN NPUroTyBaHHA PO34nHy Ans iHdysiv, 20 Mkr/mn, no
no 5, 10 abo 20 1 mn B amnynax Ne 5 y kapToHHil ynakoBui KapToHHa kopobka —
amnyn B KApPTOHHIN BTOPWVHHA YMAKOBKA {.....) 4. NIKAPCbKA ®OPMA TA
ynakoBLi 3i KINTbKICTb OANHWLIb B YMAKOBL|I KoHueHTpaT ans
cneujianbHUM NPUroTyBaHHs po34uHy Ans iHdysin 20 mkr/mn 5 amnyn no 1 mn.
TpUMayem ans {.....} BIDOMOCTI, LLIO BKA3YIOTbCA HA 30BHILLHIA YMAKOBLYI
amMnyn JIIKAPCBbKOI'O 3ACOBY BA3OCTEHOH, koHueHTpaT ans
NPUroTyBaHHS Po34nHy Ans iHgysin, 20 mkr/mn, no 1 mn B amnynax
Ne 10 y kapToHHiln ynakoBui. KapToHHa kopobka — BTOPUHHA
YNAKOBKA {.....} 4. NIKAPCbKA ®OPMA TA KINTbKICTb
OAVHWUb B YNAKOBLI KoHueHTpaT Ans NpUroTyBaHHsS po3vnHy
anst iHdysin 20 mkr/mn 10 amnyn no 1 mn.
{.....} 3asHauyeHe BUNpaBneHHs BiANoOBiAae marepianam
peecTpauinHoro 4ocbe
30. BA3BOCTEHOH | koHueHTpaT Ans AT KesenbT EcToHis AT "KeBenbT" EcToHis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/14734/01/01
NPUroTyBaHHA 3MiHM | TNy - 3miHn wopao 6e3nekun/ecdekTnBHOCTI Ta peuenmom
pO34MHy Ans dapmakoHarnsgy (iHWi 3MiHW) - BHECEHHS 3MiH [0 po3Ainy
iHcpy3in 20 mkr/mn «MapkyBaHHsa» MKA N13. 3anponoHoBaHo: MapkyBaHHsi. BignosigHo
no 1 mn B amnyni, [0 3aTBEPPKEHOro TEKCTY MapKyBaHHs. 3MiHWN BHECEHI B TEKCT
no 5, 10 a6o 20 MapKyBaHHs1 YakoBKM NiKapCbKoro 3acoby o0 3a3HaYeHHs
amnyn B KapTOHHIN OAVHWLb BUMIpIOBaHHS y cuctemi Sl
ynakoBLji 3i
cneujianbHUM
TpUMayem ans
amnyn
31. | BAKCIFPUMN® | cycneHsia ans CaHodi ®paHuis MOBHUIA LINKN ®paHuis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/16141/01/01
TETPA/ iH’ekuivi no 0,5 mn y Mactep BUPOGHMLTBA, YropwwmHa/ Lono 6esnekn/edheKTUBHOCTI Ta hapmakoHarnsgy - peectpauis peuyenmom
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
VAXIGRIP nonepeaHLo 3aroBHEHHS, Benebrisa HOBOrO BMAY BTOPWHHOI ynakoBku 13 y Burnagi komnakTHoi
TETRA 3anoBHeHOMY nepBuHHe Ta KapTOHHOI KOPOGKM 3 MiAA0HOM 3 KapTOHY ANS Wnpuua 3aMicTb
cnniTt- wnpui; no 1 BTOPUHHE nonimepHoro 6nictepy, 3 CUCTEMOIO BiOKPUTTS KOPOOKY, LLIO
BAKLUHA nonepeaHLo nakyBaHHs, notpebye po3puBy KOpobKW Npw BiAKPUTTI. 3MiHWM BHOCATLCS A0
ansa 3anoBHeHOMY KOHTPOIb AKOCTI, TEKCTY MapKyBaHHS YNakoBOK Ta po3diny Ynakoska MKA.
MPO®INAKT wnpuuy 3 BUNYCK cepii: TepMmiH BBeAEeHHS 3MiH NpoTarom 6 micsUiB nicns 3aTBepAXKEHHS
WKW remny MPUKPINNEHo CaHodi MNacTtep,
YOTUPBLOXB | ronkoto y KapTOHHil PpaHuis;
AINEHTHA, kopobui; no 0,5 mny BTOPUHHE
IHAKTUBOBA | nonepegHbo nakyBaHHs,
HA 3anoBHeHOMY KOHTPOIb SKOCTI,
wnpuui; no 1 BUMYCK cepii:
nonepegHLo CaHodi Macrep,
3anoBHEHOMY ®paHuis;
wnpuvuy 6e3 ronku y 3anoBHEHHS,
KapTOHHIN kopobui nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPOIb SKOCTI:
CAHO®I
BIHTPOM
IHOACTPIA,
®paHuis;
BTOPVHHE
nakyBaHHs1,
BUNYCK cepii:
CaHodi-ABeHTIiC
Mpansit Ko.
nra.,
MnaTtdpopma
noricTkv Ta
AncTpubyii y m.
Bypanewr,
YropLmHa;
BTOPWHHE
nakyBaHHs:
CPHA CA,
Benbris
32. | BAJICAPTAH | Tabnetku, BKpUTI CaHpos CnoBeHisi Nek CnoseHisi/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/15620/01/01
CAHOO03® NniBKOBOKO dapmacbloTika dapmaneBTMYHa ITanis/ BUIyYeHHS napameTpy «3anax» cymilli 6apsHuka PY-13/1 (pigment | peyernmom
KOMMO3UTY | obonoHkoto, no 80 n3 a.a. KOMNaHis a.Aa., PymyHis suspension iron oxide red Ta cymiwi 6apeHuka PY-10/1 (pigment
M mr/12,5 mr no 14 CnoBeHis suspension white); 3MiHu | TUNy - BHECEHHSA HE3HAYHKX 3MiH B PO3AIn
TabneTok y 6nictepi; (Bunyck cepin, 3.2.P.3. Npouec BMpoGHMLTBa Nikapcbkoro 3acoby, 3okpema
no 1 abo 2 Gnictepu TECTyBaHHs); BHECEHHS pefaKLiiHMX MPaBOK y OMUC BUPOOHNYOro npoLecy; 3MiHu

Y KapTOHHIlA kopobuUi

HoBaprtic ®apma
C.n.A., lTania
(BpPOBHULTBO

"in bulk",
nakyBaHHs);

| TUNY - BHECEHHS KOperyBaHHs 4O ckrnagy cycneHsii 6apBHUKIB
(pigment suspension iron oxide red, pigment suspension white), Lo
BXOASTb Y CKnaz noKputTs TabneTku, 6e3 BNnvBy Ha AKICTb FOTOBOrO
nikapcbkoro 3acoby; 3miHu | Tuny - BHECEHHS 3MiH B cneuudikaLio
ansa cymiwi 6apsHuka (pigment suspension iron oxide red) 3a




16 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
C.K. CaHgos Noka3HMKOM "30BHILLHIN BUrMs4", 30Kkpema: 3amiHa "JyepBoHa
C.P.J1., PymyHis cycneHsis" Ha "4epBOHO-KOpUYHEBa CycneH3is"
(Bunyck cepii,
TECTYBaHHs)
33. | BAJICAPTAH | Tabnetku, BKpUTI CaHnpos CnoBeHis Jlek CnoseHisi/ BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3miHu | Tuny - 3a UA/15620/01/02
CAHOO3® NniBKOBOO dapmacbloTika dapmaueBTMyHa ITania/ BUINyYeHHS napameTpy «3anax» cymili 6apsHuka PY-13/1 (pigment | peuernmom
KOMMNO3UTY | obonoHkoto, no 160 ns a.a. KoMnaHia g.4., PymyHis suspension iron oxide red Ta cymiwi 6apsHuka PY-10/1 (pigment
M mr/25 mr; no 14 CnoBeHist suspension white); 3MiHu | TUNy - BHECEHHSA HE3HAYHMX 3MiH B PO3Ain
TabneTok y 6nictepi; (Bunyck cepin, 3.2.P.3. Npouec BMpoGHMLTBA Nikapcbkoro 3acoby, 3okpema
no 1 abo 2 6nictepu TeCTyBaHHs); BHECEHHS pefakLUiiH1X NpaBoK Yy ONMC BUPOBHNYOro npoLecy; 3MiHW
Y KapTOHHi KOpooUi HoapTic ®apma | TMNY - BHECEHHSA KOperyBaHHSA A0 CKnagy CycneHsii 6apBHMKIB
C.n.A,, Itanis (pigment suspension iron oxide red, pigment suspension white), o
(B1poBHMLTBO BXOASATb Y CKnazd nokputTs TabneTkun, 6e3 BNnmBy Ha AKICTb FOTOBOrO
"in bulk”, nikapcbKkoro 3acoby; 3miHu | Tuny - BHECEHHSA 3MiH B cneuudikadio
nakyBaHHs1); ans cymiwi 6apeHuKa (pigment suspension iron oxide red) 3a
C.K. CaHpos NoKa3HMKOM "30BHILLHIN BUrMSA", 30Kkpema: 3amiHa "JyepBoHa
C.P.J1.,, PymyHisa cycneHsis" Ha "4epBOHO-KOPUYHEBA CyCneH3ia"
(Bunyck cepii,
TECTYBaHHs)
34. | BAJIbTPEKC TabneTkn, BKpUTI makcoCwmiTKn Benwka [nakco Icnanis/ BHECEHHS 3MiH 10 peecTpaLuiiHiX maTepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/7835/01/01
™ o6onoHkoto, no 500 SNH Ekcnopt BpuTaHis Bennkom C.A., Monbwa akocTi. A®l. Kontponb A®l. 3miHa y napameTpax cneuudikauin peuenmom
mr; no 10 TabneTok NimiTeq Icnanis Ta/abo [onyCTMMUX MeX, BUSHaYeHNX y cneundikauisx Ha A®l, abo

y bnicTtepi; no 1
6nictepy B
KapTOHHIN kopobLyj;
no 6 TabneTok y
Gnictepi; no 7
Gnictepi y
KapTOHHiIl kopobuyj;
no 14 tabnetoky
6nictepi; no 3
Gnictepu B
KapTOHHiI kopobui

(BUpOBHYMK Ans
nepBYHHOrO Ta
BTOPWHHOIO
nakyBaHHs,
KOHTpOMIo Ta
BUMYCKy cepin);
nakco
Bennkom C.A,,
Icnanis
(BUpPOBHWMK
Hepo3dpacoBaHo
ro NpoAayKTy);
nakcoCmiTKns
WH
dapmacbioTukan
3 C.A,, lMonbla
(BUpOBHYMK Ans
NepBUHHOIO Ta
BTOPWHHOIO
nakyBaHHs1,
KOHTPOSIO Ta
BUWMYCKY Cepiit)

BVXiQHWI/NPOMIXXHUIA NpoAYyKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AP| (qogaBaHHs abo 3amiHa (32 BUHATKOM
aKTUBHOI peyoBUHM BionoriyHoro abo iMyHOMOrYHOro NOXOAXKEHHS)
napameTpa cneuudikadii 3 BignoBigHUM MeTogoM BUNpoOyBaHHS 3a
pesynbTatamu gocnigkeHb 3 6e3neku abo SKOCTi) - BHECEHHS 3MiH
no p. 3.2.85.2.3. KoHTponb maTtepianis, 3okpema: A0AaHO
crneundikauii Ans pO34YMHHUKIB: BiAHOBMAEHOro AnMeTundopmamigy
Ta BiJHOBMNEHOro eTaHomny AeHaTypoBaHoro; 3miHu | Tuny - 3miHu 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax cneuudikauin
Ta/abo [onycTUMUX MeX, BU3HAYEHNX Yy cneumdikauiax Ha AP, abo
BVXiOHWI/NPOMIXXHUIA NpoAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuutea APl - BHeceHHs 3miH 1o p. 3.2.5.2.3.
KoHTponb maTepianis, 3okpema: 3MiHa KpUTepiiB NPUAHATHOCTI 3a
nokasHukom "KinbkicHe BU3HaveHHs" 3 "He MeHLwe 99,5%" Ha "He
MeHLwe 98%" ans N,N' - dicyclcohexylcarbodiimide (DCCT), wo
3acTocoByeTbCs Ha cTagii Ne1 BuxigHoro matepiany 717U87, skui
BMKOPWCTOBYETbLCS AN BUPOOHULTBA Aito40i peYOBUHM
Banauwknosipy rinpoxnopugy. Ockinbku 3anponoHoBaHa 3miHa
CTOCYETLCS peareHTa, KU BUKOPUCTOBYETLCS Ha NMOYaTKOBUX
eTanax BMpobHULITBA, BOHA He BMMNMBAE Ha SKICTb Ta
BiATBOPIOBAnbHIiCTb BUXigHOro matepiany 717U87; 3miHu | Tuny -
3miHu 3 akocTi. APl. BupobHuuteo. 3MiHKM B npoLieci BUpOOHMLTBA
A®I| (HesHayHa 3MiHa y npoueci BUpobHuuTBa AdI) - BHECEHHS
He3Ha4yHUX 3MiH Ha BUpobHuyin Ctagii Ne1 BuxigHoro matepiany
717U87, L0 BMKOPUCTOBYETLCS Anst BUpobHMUTBa ADI
BanauuknoBipy rigpoxnopua, 3okpemMa: BigHOBIEHHS Ta
BUKOPUCTAHHS BiJHOBIIEHMX PO3YMHHMKIB AMMETUNdopMamigy Ta
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
eTaHony AeHaTypoBaHoro
35. | BEBOMHI TabneTtku 3 Actennac HinepnaH ABapa CLIA/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3 3a UA/14359/01/01
MoaudikoBaHUM dapma HOpon an dapmacktotikan | HigepnaHgu sKOCTi. [0TOBMI Nikapcbkuii 3aci6. KOHTponb roToBOro fikapcebkoro | peuenmom
BUBINbHEHHSM, 6 b.B. TekHonomxuc 3acoby. 3miHa y meToaax BUNpobyBaHHS rOTOBOrO MikapCbKoro
mr/0,4 mr; no 10 IHk., CLUA ( 3acoby (iHwWwi 3MiHW y MeTodax BUNpobyBaHb (BKMoYaoum 3amiHy
TabneTok y 6nictepi; BUPOBHMLUTBO abo [OMOBHEHHS)) - BHOCATLCS! 3MiHM B METOAM KOHTPOSHIO LLOAO0
no 1 abo no 3 bulk ); Actennac BM3HAYEHHS CNOPIAHEHNX AOMILLOK comnidbeHauuHy Ta TamcynosiHy, a
Gnictepu B dapma HOpon came: BHOCATbCS 4OAAaTKOBI (HEBIAOMi) JOMILLKM Ta YTOYHIOETLCS
KapTOHHIN ynakoBLi B.B., yac ixX BU3Ha4YeHHs
Hinepnangn
(nepBuHHE i
BTOPVHHE
nakyBaHHs,
KOHTPOIb SIKOCTI,
BUNYCK cepii)
36. | BEHOFENAH | renb no 40 r y Ty6i; My6nivHe YkpaiHa My6nivHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn bes UA/7100/01/01
on no 1 Ty6i B nauui aKuioHepHe akuioHepHe wono 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIEHHS peuenma
TOBapUCTBO TOBapWCTBO TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHAM
"HaykoBo- "HaykoBo- iHcpopmalUii LLoao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
BUPOBHMYMI BUPOBHMYMI BHeceHHs 3MiH go po3sgainy “MapkyBaHHa” MKA J13. 3aTtBepaxeHo:
LieHTp LieHTp MapkyBaHHs. TeKCT MapKyBaHHS ynakoBkv AoAaeTbes. MpumiTka.
"BopLuariBcbk "BopLuariBCbkui MapkyBaHHs nikapcbkoro 3acoby, 1oro aMsanH nogarTbCst
MR XimiKo- XiMmiKo- YKPaiHCLKOIK Ta POCIMCLKOI0 MOBaMK, a Npy peanisauii npenapary
capmaneBTny apmaLeBTUYHN Ha eKcrnopT —MOBO0, 0OYMOBIEHOIO B KOHTPaKTI, Y BigNOBIAHOCTI 3
HUI 3aBon" 1 3aBoa” peecTpaLinHM J0CbE, sike ChOPMOBAHE 3a BUMOramum KpaiHu-
iMnopTepa i 3asBNeHO Nif Yac peecTpalii B peecTpauinHi opraHu
KpaiHu-imnopTepa. 3anponoHoBaHo: MapkyBaHHs1. BignosigHo go
3aTBEPPKEHOTO TEKCTY MapKyBaHHS YNaKOBKU.
TepMiH BBeOEHHS 3MiH - NPOTSArom 6 MicsiLiB Nicns 3aTBEPOXKEHHS
37. | BEPANAMIN TabneTku, BKPUTI My6nivyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/3226/01/01
Yy NniBKOBOIO akuioHepHe akuioHepHe wono 6esnekun/edekTMBHOCTI Ta hapMakoHarnsaay - OHOBMEHHS peuenmom
rAPOXIOPU | o6onoHkoto, no 80 TOBapUCTBO TOBapUCTBO TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSM
a mr no 10 TabneTok y "HaykoBo- "HaykoBo- iHcpopMalii Loao 3a3Ha4YeHHs! 0AMHMLB BUMIpIOBaHHS Y cuctemi Sl.
6nictepi; no 5 BMPOGHNYUIA BMPOGHWYMIA BHeceHHs 3MiH go posainy “MapkyBanHs” MKA J13. 3atBepaxeHo:
GnicTtepiB y navui LEeHTp LeHTp MapkyBaHHs. TekcT MapKyBaHHS ynakoBku gogaeTbcs. MapkyBaHHs
"BopLuariscbk "BopLuariBcbkui nikapcbkoro 3acoby, oro Av3ainH NoaarTbCs YKPaiHCbKOK Ta
MR XimiKo- Ximiko- POCINCBLKO MOBaMu, a Npu peanisauii npenaparty Ha ekcnopT -
dapmaneBTny apmaLeBTUYHN MOBOIO, 06YMOBMNEHO0 B KOHTPAKTI, Y BiANOBIAHOCTI 3
Hu 3aBog" 1 3aBog" peecTpauinH1M A0Cbe, sike chopMOBaHe 3a BUMOramm KpaiHu-

iMnopTepa i 3asBNEHO MiJ Yac peecTpalii B peecTpauinHi opraHm
KpaiHu-imnopTepa. 3anponoHoBaHo: MapkyBaHHsi. BignosigHo no
3aTBepaxeHoro TekcTy MapKyBaHHs. BunyyeHHs iHdopmauii woaio
ynakoBku in bulk 3 maTepianis peecTpaLinHOro A4OCLE (3 TUTYNbLHOI
CTOpIHKM, po3ainy «YnakoBkay) y 38’si3ky 3 TuM, wo 13 Bepanaminy
rigpoxnopua, TabneTkn BKpUTI NMiBKOBOK 060MoHKoto, no 80 mr, in
bulk: no 1 kr y naketax nonietuneHosux (PN Ne UA/10637/01/01) He
6yB nogaHuii Ha nepepeecTpadito. TepMiH BBEAEHHS 3MiH -
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

npoTHArom 6 MicsuiB nicns 3aTBepaKEHHSA

38.

BIKC
AHTUIPUN
MAKC

NMOPOLLOK ANsA
0opanbHOro Po34nHy
3i CMakom nMMoHa
no 5 abo 10 cawe y
Kopobui

[NpokTep eHa
Fembn
IHTEepHeLwHN
OnepenwHs
CA

LLsenuapi
a

PadTtoH
JlaBGopaTtopis
Tlimiten

Benuka
BputaHia

BHECEHHS 3MiH [0 peecTpauinHmx matepianis: 3MiHu | Tuny - 3MiHK 3
sikocTi. CepTudikat BignosigHocTi/l'E-cepTudikat BignosigHOCTI
€sponeickkin hapmakonei/moHorpadii. NoaaHHA HoBoro abo
OHOBIEHOro cepTudikata BignoBigHOCTI abo BUNYyYeHHS
cepTuddikata BignoBigHoCTi €Bponeinchkin dapmakonei: gna AdI;
ANs BUXIAHOTO MaTepiany/peareHTy/npoMiXkKHOro NpoayKTy, Lo
BMKOPVCTOBYIOTbCS Y BUpobHUUTBI A®I; ANnst 4ONOMiKHOT pevoBUHM
(cepTudpikat BignosigHoOCTI EBponerichkin dapmakoner) -
OHoBREHWI cepTudikaT Bif yxe 3aTBepAXXeHOoro BUpobHuka -
NoAaHHs OHOBIIEHOro cepTudikara BiANOBIAHOCTI €EBpONECHKIN
capmaxkonei Ne R1-CEP 1996-039-Rev 04 gns gito4oi peyoBuHm
Paracetamol Big Bxe 3aTBepakeHOro BUpobHUKa, KU 3MiHUB Ha3By
3 Mallinckrodt Inc. Ha SPECGX LLC; 3minHu | Tvny - 3MiHK 3 SiKOCTi.
CepTudikat BignosigHocTi/[E-cepTudikaT BignoBigHoCTi
€sponelicbkin hbapmakonei/moHorpadii. MNogaHHa Hosoro abo
OHOBIIEHOro cepTudikarta BiaANoBiAHOCTIi ab0 BUINYyYEHHSs
cepTudikata BignosigHoCTi €Bponenchkin hapmakonei: gna AdI;
ANs BUXIQHOTO MaTepiany/peareHTy/npoMiXKHOro NpoayKTy, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; Ansi 4ONOMKHOI peYOBUHM
(cepTudpikat BignosigHoCTI EBponerchkin dapmakoner) -
OHoBneHun cepTudikaT Bif yXe 3aTBepaKeHOro BUPOGHMKa -
NoAaHHs OHOBIIEHOro cepTudikara BiANOBIAHOCTI EBpONECHKIN
capmakonei Ne R1-CEP 2003-179-Rev 03 gns gito4oi peyoBuHm
Phenylephrine hydrochloride Big Bxe 3aTBepmkeHoro BMpobHuka
Malladi Drugs & Pharmaceuticals Limited Unit-3; 3miHu | Tuny -
3MiHu 3 akocTi. A®Il. KonTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo JONyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXXHWIA MPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLieci BUpobHuuTea AP (3ByKeHHS
AOMNYCTUMUX MEX, BUSHAYEHWMX y crieumdikaLlii) - 3By>XeHHS
[OMyCTUMUX MeX AN nokasHuka «Po3mip yacToky» y cneumdikauii
A®I napauetamon

be3
peuenma

UA/10925/01/01

39.

BIKC
AHTUIPUN
KOMMJEKC

MOPOLLOK Ans
OpanbHOro Po3ymHy;
no 5 abo 10 cawe y
Kopobui

MpokTep eHn
Fembn
IHTepHeLwHN
OnepenwH3
CA

LLiBenuapis

PadToH
JTabopaTtopis
Nimiten

Benuka
Bputanis

BHECEHHS 3MiH 10 peecTpauiiHiX MaTepianis: 3MiHu | Tuny -
AamiHictpaTusHi 3MiHn. 3miHa kogy ATX - 3MiHM BHECEHO A0
iIHCTPYKLUIi ANst Megu4YHOro 3acTocyBaHHS fikapcbkoro 3acoby Ao
po3sginy "®apmakotepanestuyHa rpyna. Kog ATX" BignosigHo Ao
MiXHapoAHoro knacudikatopa kogis ATX: 3aTBepaXeHo: [HLwi
KOMGIHOBaHi MpenapaTy, L0 3aCTOCOBYTLCS NPU 3aCTyOHMX
3axBoptoBaHHsAX. Kog ATX RO5X; 3anpornoHoBaHoO: AHaNreTukn ta
aHTunipeTukn. AHinign. MapaueTtamon, koMGiHauii 6e3
ncuxonentukis. Kog ATX NO2B E51. BBegeHHs 3MiH npoTsirom 6
MiCsILIiB Micnsi 3aTBEPOKEHHS

be3
peuenma

UA/11414/01/01

40.

BIHOPEIbBI
H - BICTA

KOHLieHTpaT Ans
PO34MHy Ans
iHdpy3in, 10 mr/mn,
no 1 mn (10 mr), 5

MicTtpan
Kenitan
MeHemKMeHT
Nimiten

AHnia

AkTasgic ITanis
C.n.A., Itanis;
CingaH ®apma
C.P.J1., PymyHisi

ITanis/
PymyHis

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHW | TUNy - 3MiHK
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay - OHOBINEHHS
TEKCTY MapKyBaHHS1 YNaKOBKW NiKapCbKoro 3acoby 3 BHECEHHAM

iHpopMalii Loao 3a3Ha4YeHHs1 OAMHMULB BUMIpIOBaHHS ¥ cuctemi Sl.

3a
peuernmom

UA/14709/01/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mn (50 mr) y BHeceHHs 3miH Ao posainy “MapkysaHHa” MKA J13: 3anponoHosaHo:
nakoHi; no 1 MAPKYBAHHA 3rigHo 3aTBEpAXXEHOMY TEKCTY MapKyBaHHS.
dnakoHy B navui BBeneHHs 3MiH NpoTArom 6-Tu MicaAUiB Nicnsi 3aTBEPAKEHHS
KapTOHHIN
41. | BNPIB NMOPOLLOK Ans Lanep Ipnangis Lanep Ipnangis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3 3a UA/15706/01/01
pO34uHy Ans dapmacbloTika dapmachkioTikan skocTi. A®Il. KonTtponb A®I. 3miHa y meTopax BunpobysaHHs ADI peuenmom
iHcpysin, no 400 Of, n3 IpnaHais 3 Ipnangis abo BuUXxigHOro MaTepiany/npomibKHOTrO NPOAYKTY/peareHTy, Lo
1 conakoH 3 TimiTeq Jimiteq BVIKOPVCTOBYETbLCS y npoueci BUpobHuuTBa AD| (He3HaYHi 3MiHN Y
MOPOLLIKOM Y 3aTBepOKeHVX MeTofax BUNpobyBaHHS) -
KapTOHHiN kopobui He3HauHi 3MiH1 4o 3aTBepaxeHoro metoay aHanisy "Host Cell
Protein-ELISA" ans gito4oi pedyoBrHM Benarniouepasa anbda, Lo
nonsrawTb y BUNYYeHHI HEKPUTUYHOTO aHTUMIKPOBHOro peareHTy
MpokniH 300
42. | TA3IBA® KOHUEHTpaT ans . XohbdpmanH- | LLBeruapis Pow HimeuuunHa/ BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3miHu | Tuny - 3miHn 3a UA/14232/01/01
pO34MHy Ans Ja Pow Jltg LiarHocTukc LLisenuapis wono 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
iHdpysin no 1000 mbX, TEKCTY MapKyBaHHS YNaKkoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
Mr/40 mn; no 40 mn Himeuyunna iHcpopMalii LWoao 3a3HavYeHHs 0AMHULB BUMIptOBaHHS Y cuctemi Sl.
y cbrakoHi; no 1 (BUpOBHMLTBO BBegeHHs 3MiH NpOTArom 6-TU MiCALIB NiCNs 3aTBEPOYKEHHS
hnakoHy y HeposdacoBaHo
KapTOHHiI kopoOLi T npoayKuii,
nepBuHHe
nakyBaHHs1,
BMNpPoOyBaHHs
KOHTpOro
AKOCTI);
®.XohdpmaHH-
Na Pow N1A,
LLIsevinapisa
(BTOPUHHE
nakyBaHHs1,
BMNYCK cepii)
43. | TACTPUTON Kpanni oparnbHi no Op. MNycTtas HimeuunHa Op. MNyctas HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHK be3 UA/17807/01/01
20 mn abo no 50 mn, | KnsiH MveX & KnsnH M'm6X & wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy - 3MiHM BHECEHI B | peuernma
abo no 100 mny Ko. KI Ko. KI TEKCT MapKyBaHHS YNaKkoBKW NikapCbkoro 3acoby LLoAo 3a3HavyeHHs
dnakoHi 3 OQMHULIL BUMIpIOBaHHS y cucTeMi S|
KpanenbHuueto; no 1
hbnakoHy B
KapTOHHIl kopobui
44. | TEKCABIT apaxe, no 50 gpaxe AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHux maTtepianis: 3miHu | Tuny - be3 UA/4914/01/01
y KOHTenHepax "KNIBCKIA "KUIBCbKWNIA NnoJaHHsi HOBOro cepTudikata BiANOBIAHOCTI €BpONEnChbKi peuenma
(6aHoukax); no 1 kr BITAMIHHAN BITAMIHHAW capmakonei Ne R1-CEP 2013-010-Rev 00 ans gitoyoi pe4oBuHu
Apaxe B NakeTi 3ABOL" 3ABOL" Riboflavin Big Bxe 3atBepmxeHoro BupobHuka HUBEI GUANGJI
nonieTuneHoBoMy PHARMACEUTICAL CO., LTD., China. B pamkax 3asiBNneHoi 3MiH1
noagiiHoMy Biabynack 3MiHa B p. «Cknag» MKA N3 B Ha3Bi BupobHuka ADI —
npuseaeHo y BignosigHicTe Ao CEP (3anponoHoBaHo: Hubei Guangji
Pharmaceutical Co., Ltd., China)
45. | TENACNAH pO34uH Anst iHdY3in B. BpayH HimeuumH B.BpayH LLisenuapis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/13871/01/01
4% no 500 mny Menb3yHreH a Mepukan CA OHOBJIEHHS aHaNITUYHOro MeToay 672, BU3HaAYEHHS cepeaHboi peuenmom
dnakoHax Al MOMEKyNsApHOI Macu 3a JONOMOIoK METOAY refb-MPOHNKHOT
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nonieTuneHoBux; No xpomaTtorpadii GPC-MALLS ans A®l. Moaudikauis iHTepsany
10 dnakoHiB y 360py AaHux Big 1 cek go 0,5 cek Ans NoninWeHHs! BUSIBNEHHS
KapTOHHiIN kopobLyj; npoaykTis MEK. [na npodyKTiB Ha OCHOBI XenaTuHy Le He BNnvBae
no 500 mMn y Miwkax Ha cam mMeToAd. BBegeHHs 3MiH npoTsirom 3-x micsAuiB nicns
nnacTukosux; no 20 3aTBEPAXKEHHS; 3MiHM | TUMNY - OHOBMEHHS aHaniTMYHOro meTtoay 672,
MILLKIB Y KAPTOHHIl BU3HAYeHHS cepeHbOi MOMNeKyNsapHOI Macu 3a AONOMOrol0 MeToay
KopobuLi renb-npoHukHOi xpomatorpadii GPC-MALLS ana M13. Mogwndikauis
iHTepBany 36opy AaHux Big 1 cek oo 0,5 cek Anst noninwWeHHs
BusiBNeHHs npoayktis NEK. [ns npoaykTiB Ha OCHOBI XenaTuHy Le
He BMNMBae Ha cam MeTof. Takox Taka 3mMiHa He BNnuBae Ha
OTpUMaHi pe3ynbTaTy, WO NOSCHIOE, YOMY Liel MeToa He OyB
NOBTOPHO BanigoBaHWUi Ansi Nikapcbkoro 3acoby Micnsi BHECEHHS Uiel
3MiHN. BBeaeHHS 3MiH npoTarom 3-x MicALiB Nicns 3aTBepAXeHHS
46. | TEHTAMIUUH | po3unH ans iH'ekuin, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/6256/01/01
Y CYNIb®AT- 40 mr/mn no 2 mn B "®apmaueBTu "dapmaueBTUYH wono 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsgy - OHOBIEHHS peuenmom
OAPHUUA amnyni; no 5 amnyn YHa cbipma a cipma TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
Y KOHTYPHi# "OapHuus" "NapHuus” iHcpopmalii LWoao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
YapyHKOBIN BBegeHHst 3MiH NPOTArom 6-Tn MicsaUiB 3 4aTU 3aTBEPAXKEHHSA
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
YNaKkoBKM B NayLi
47. | TENA-MEPL rpaHynsat, 3 /5, no Mepy HimeyvumH Mpoaykuis in Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK bes UA/0039/02/01
5 ry nakerti; no 30 dapmacbloTika a bulk: Knoke LLiseniapis wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy - OHOBINEHHS peuenma
abo 50 abo 100 nc rmex dapma-Cepsic TEKCTY MapKyBaHHS YNakoBKM NikapCbKOro 3acoby 3 BHECEHHSIM
NakeTiB Y KapTOHHIW 'm6X, iHbopMaUii LLoa0 3a3HaYEHHST OAMHWLIL BUMIpIOBaHHS y cuctemi Sl
kopooui HimeyuuHa,
AumnHo ®apma
Arl, Wsenuapis
MepBUHHE Ta
BTOPVHHE
nakyBaHHs:
Mepy ®apma
M6X i Ko.
KlraA,
HimeyuuHa,
Knoke ®apma-
Cepsic 'mbX,
HimeyunHa
Bupo6Huk
BianosiganbHUn
3a BUMycK cepii
KiHLLEBOIrO
npoaykty: Mepu,
Papma 'MEX i
Ko. KlaA,
HimeyunHa
48. | TENA-MEPL} KOHLIEHTpAaT Ans Mepy HimeyuumH b. BpayH HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix MaTepianis: 3miHu | Tuny - 3miHn 3a UA/0039/01/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
po34nHy ans dapmacebloTika a MencyHreHn AT, woao 6e3nekun/edeKkTUBHOCTI Ta hapmakoHarnsay - OHOBIEHHSI peuenmom
iHcpy3in, 5 r/10 mn; nc MméXx Himeuunna TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
no 10 mn B amnyni; (npoaykuis in- iHbopmaLii Woao 3a3HauYeHHs oAMHMLE BUMIpIOBaHHSA Y cuctemi Sl
no 10 amnyny bulk, nepsuHHe
KapTOHHiN kopobui Ta BTOPUHHE
nakyBaHHs1);
Mepu, ®apma
v6X i Ko.
KraA,
Himeuunna
(BnpobHuk
BigNoOBiganbHUN
3a BUMYyCK cepii
KiHLEeBOro
npoaIyKTy)
49. | TIHKOP kancynu; no 10 TOHI®APM ®paHuis BO®YP INCEH PpaHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn bes UA/10317/01/01
®OPT Kancyn y 6nicrepi; IHOYCTPI wono 6esnekun/edekTMBHOCTI Ta hapMmakoHarnsay - OHOBMEHHS peuenma
no 3 bnictepun y TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHAM
KapTOHHIN kopobui iHcpopmalii Loao 3a3Ha4YeHHSA OAMHML BUMIPIOBaHHS Y cuctemi Sl.
BBegeHHs 3MiH NpoTarom 6-Tu MicAUiB Nicns 3aTBEpPAXEHHSA
50. | FNIKNAQA TabneTtku 3 KPKA, o.a., CnoBeHis KPKA, a.a., CnoBeHis BHECEHHS 3MiH 10 peecTpauiiHiX mMaTtepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/10406/01/01
MoandgikoBaHUM HoBo mecTo HoBo mecTo, sKoCTi. [oTOBMI Nnikapcbknii 3acib. KOHTponb roToBOro nikapcbKkoro | peuenmom
BUBIiNbHEHHAM no 30 CnoBeHisi 3acoby. 3miHa y MeTogax BUNpobyBaHHS roOTOBOro MikapCbKoro
mr no 15 Tabnetok y (BUpPOBHMK 3acoby (He3HayHa 3MiHa y 3aTBEpPOXKEHUX METOAaxX BUNPOGyBaHHS) -

6nictepi, no 2, no 4
abo 6 GnicTepiB y
KapTOHHiIl kopobuyj,
no 10 Tabnetok y
6nicTepi; no 3,6 abo
9 6nicTepis
KapTOHHiIN kopobui

BianoBiganbHWn
3a BUpOBHNLTBO
"in bulk”,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTpOrb Ta
BUMYCK cepii;
BUPOGHMK,
BianoBiganbHWn
3a KOHTPOJS1b
cepii (isnyHi Ta
XiMiYHi meToan
KOHTpPOrH0));
HNI3OX
(HaujioHanbHi
naboparopis 3a
34paB'e, okone
iH XpaHo),
CnoBeHisa
(BUPOBHMK
BianoBiganbHUn
3a KOHTPOJ1b
cepii (isnyHi Ta
XiMiYHi MeToaM

He3Hay4Ha 3MiHa y 3aTBEepMKEHOMY MeTOZji KOHTPOIO AKOCTI
«KinbkicHe BU3HaueHHs rniko3uay» M3, a came y npuroTyBaHHi
BUNPOOYBaHOro po34nHy Ta BHECEHHS BiAMNOBIAHMX KOPEKLiM i
[OoAaHHsS NpuUMITKN. MeToa KOHTPOMIO AKOCTi 3anuilaeTbes
HEe3MiHHUM
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTpPOTI0))
51. | TPUNAYT NMOPOLLOK Ans €BPO IHpis OLC Nimiten IHAis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3 be3 UA/15361/01/01
FAPAYUN 0opanbHOro Po34nHy NAVSKEP sikocTi. [oTOBMIA Nikapcbkuii 3aci6. KoHTponb roToBoro nikapcekoro | peuyenma
HAMA no 6 r y nakeTuky; MPAMBIT 3acoby. 3miHa y meToaax BUNpobyBaHHS rOTOBOrO MikapCbKoro
no 10 nakeTukiB y NIMITELQ 3acoby (iHwWwi 3MiHW y MeTodax BUNpobyBaHb (BKMoYaoum 3amiHy
KapTOHHiIN kopobui abo A0MOBHEHHS)); CynyTHA 3MiHa
- 3MiHK 3 sikocTi. MoToBWMI nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo
O0NyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby (AonoBHEHHS abo
3aMmiHa nokasHuka cneundikauii 3a pesynstatamu 4OCnigXeHb 3
6e3nekn abo AKOCTi (3a BUHATKOM NiKapCbkux 3acobis
6ionori4Horo/iMyHOMNOri4HOro NOXOAXXeHHS)) - NpUBEAEHHS
cneuudikkauii Ta MeToAiB KOHTPOSIO AKOCTi 3@ MOKa3HUKaMmn
«lpeHTndikadisi», «pH», «CepegHs maca», «OgHOpIgHICTE Macuy,
«[MepeBipka repmeTuyHoCTi», «Bopay, «CynpoBigHi 4OMILLKNY,
«OpHopigHicTb BMICTY», «KinbkicHe Bu3HaveHHs MNapauetamony,
®eHipamiHy maneaty, AckopbiHoBoi kucnotu, ®eninedpuHy
rigpoxnopuay», «MikpobionoriyHa YucToTa» A0 OHOBMEHMX
AOKYMeHTIB BUpobHuka M3, HopMyBaHHSA 3anuieHo 6e3 3MiH
52. | TPUNAYT NMOPOLLOK Ans €BPO IHpia OLIC Nimiten IHais BHECEHHS 3MiH 10 peecTpaLliliHiX maTepianis: 3MmiHu | Tuny - 3miHn 6e3 UA/15361/01/01
FAPAYUN 0OpanbHOro PO34uHy NAVISGKEP wopno 6e3nekn/edekTMBHOCTI Ta papMaKkoHarnsay - BHECEHHS 3MiH | peyenma
HAMIA Mo 6 r y nakeTuky; MPAVBIT no posainy «MapkysaHHs» MKA 13
no 10 nakeTukiB y NIMITEL B3anponoHoBaHo: MapkyBaHHs 3rigHO 3aTBEpPOXXEHOr0 TEKCTY
KapTOHHiI kopobui MapKyBaHHs1. OHOBMNEHHS! TEKCTY MapKyBaHHS NEPBUHHOI YNaKoBKM
nikapcbkoro 3acoby 3 BHECEHHAM iHchopMallii LLoAo 3a3HavYeHHS
oaMHULbL BUMIipIOBaHHS y cuctemi Sl. BBeeHHs1 3MiH npoTsarom 6-Tu
MicsILiB Micnsi 3aTBEPOXKEHHS
53. | FPULMKIB Tpasa no 40 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK bes UA/2122/01/01
TPABA no50rabono75ry | ®apmaueBTny dapmaueBTNYHa wopao 6esneku/edeKkTMBHOCTI Ta hapmakoHarnsgy - 3vinm gon. 17 | peyenma
naykax 3 BHyTpiLWHIM Ha ¢pabpuka dabpuka «IHWe» TekcTy MapKyBaHHS: BHECEHHS rpaddiyHOl Ta TEKCTOBOI
nakeTom "Biona" "Biona" iHcpopmaLii Lwoao Toproeoi Mapku, nig sikoto byae peanisyBaTtucs
nikapcbkuii 3acio
54. | OE-CNAH® PO34UH ANS iH'eKuin, TOB HB® YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/16880/01/01
25 mr/mn no 2 mn B "MIKPOXIM" akuioHepHe wono 6esnekn/edekTMBHOCTI Ta chapmakoHarnsAay (iHWi 3MiHK) - peuenmom
amnyni; no 5 amnyn TOBapuCTBO 3MiHM BHECEHI B TEKCT MapKyBaHHS Ha BTOPWHHIN ynakoBLi y n. 5
y KaceTi y nadui; no "Jlekxim-Xapkis", "ClMOCOB TA WNAX BBEAEHHA" wopno cnocoby BBeAEHHS,
2 mn B amnyni; no 5 YkpaiHa BHYTPILLHbOBEHHO/BHYTPILLUHBOM'SI30BO; B TEKCTi MapKyBaHHS Ha
amnyn y kaceTi; no 2 (BignoBigansHWi nepBuHHiIn ynakosui n.1 "HA3BA NIKAPCbKOIO 3ACOBY" noaaHo
KaceTu y nayuj 3a BUPOBHULTBO Has3BY AitoY0i pevoBrHU. BBeaeHHs 3MiH NpoTarom 6-tn micsuis
Ta nicnsa 3aTBepaXeHHS.
KOHTPOMNb/BUNPO

6yBaHHs cepii,
He BKIoYaouu
BUMNYCK cepii);
TosapucTBo 3
obmexeHo
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BignoBiganbHIicT
to Haykoso-
BUPOGHMYA
dipma
"MIKPOXIM",
YkpaiHa
(BignoBiganbHui
3a BUPOBHULTBO
Ta
KOHTPOMb/BMNPO
ByBaHHS cepii,
BKITOYAK0YN
BUNYCK cepii)
55. | OUKINAK® renb 5% no50r CaHnpos CnoBeHiga CantoTac HimeyunHa BHECEHHS 3MiH 0O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHK bes3 UA/8908/01/01
F'ENb abo no 100 r B Ty6i, dapmacsbloTika dapma 'M6X wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - 3MiHM BHECEHI B | peuyernma
no 1 T1y6i B n3 a.a. TEKCT MapKyBaHHS YNaKkoBKW NikapCbKkoro 3acoby LLoAo 3a3HavYeHHs
KapTOHHiIN kopobui OAMHULb BUMIpIOBaHHS y cuctemi Sl. BHeceHHs 3miH fo po3ainy
“MapkyBaHHs” MKA 13. 3anponoHoBaHo: MAPKYBAHHA. 3rigHo 3
3aTBEPKEHNM TEKCTOM MapKyBaHHSA. BBeAeHHS 3MiH npoTarom 6-Tu
MiCsILIiB MicNnsi 3aTBEPOKEHHSA
56. | OUKNOOEB® | po3uunH Ans iH’ekuin, Abpun IHpia OEMO C.A. Ipeuis BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/15297/01/01
25 mr/mn no 3 mn dopmynemnH3 dapmachioTikan wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay (iHWi 3MiHK) - peuenmom
(75 ™mr) posunHy B MeT. N4 IHpacTpi OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU MikapcbKoro 3acoby 3
amnyni; no 5 amnyn BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHs1 OQNHULb BUMIPIOBaHHS Y
Y YapyHKOBIl cuctemi Sl. BHeceHHs 3miH o posainy MKA: MAPKYBAHHA.
ynakoBLi B B3aTBepaxeHa pepakuis: MAPKYBAHHA (JopaeTbes JoaaTkoso).
KapTOHHiI kopobui HoBa pepakuis: MAPKYBAHHSA 3rigHo 3aTBEpOXEHOro TeKCTy
MapKyBaHHs. TepmiH BB€AEHHS 3MiH MPOTHAroM 6 Micauis micns
3aTBEPOKEHHS.
57. | BULUETEN® TabneTku, BKpUTI ABGOTT HimeuumH MawinaH PpaHuis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/0007/01/01
NniBKOBOIO Jlabopartopis a JlabopaTtopi3 wono 6e3nekun/edhekTBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom
obornoHkoto, no 50 M6X CAC 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
mr, no 20 TabneTok (BBEOEHHS y3aranbHeHWX AaHuX Npo cucTeMy hapMakoHarnsgy,
y bnicTepi; no 1 abo 3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIAaNbHOI 3a 3AiINCHEHHS
2 6nictepu B hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
KapTOHHI kopobui ONns 3gincHeHHs chapmakoHarnsay B YKpaiHi, SKLWOo BOHa BiAMiHHa
Bif] yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKoYar4n KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-haina cuctemm papmakoHarnsay) - aMmiHa
YNOBHOBaXXEHOI 0COOU 3asiBHMKA, BignoBigansHoi 3a
capmakoHarnsg.
MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD / Tomac
Hiccnswii, DVM, PhD. 3miHa KOHTaKTHUX faHWX YNOBHOBaXEHOT
ocobu 3asiBHUKA, BiANOBIganbHOI 3a hapmakoHarnag
58. | AIAUE® 1T MOPOLLIOK ANsi CeHc IHpia CeHc IHaia BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/17129/01/01
pO34MHy aons JTabopaTtopic JTabopaTtopic wono 6e3snekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) - peuenmom
iH ekuin, no 1000 wmr, MeT. JIT8. MeT. Il1A. OHOBMEHHS1 TEKCTY MapKyBaHHS yNakoBKU fikapcbKoro 3acoby 3
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1 donakoH 3 BHECEHHSM iHhopMaLlii OO 3a3HaYEeHHsT OAMHULb BUMIPIOBaHHS Y
MOPOLLKOM Y cuctemi Sl. BHeceHHs 3miH go posainy «MapkyeaHHa» MKA 113:
KapTOHHIN ynakoBLi 3aTBepaxeHo: BignosigHo 4o 3aTBEpAXKEHOro TEKCTY MapKyBaHHS,
L0 AoAAETLCS. 3anponoOHOBaHO:
BignosigHo 40 3aTBEPAKEHOro TEKCTY MapKyBaHHS. TepMiH
BBEAEHHA 3MiH: NPOTArom 6 MicsLiB 3 4aTN 3aTBEPKEHHS.
59. | QIALE® 1000 | nopoliok Anst M. BIOTEK Benuka ACTPAN IHais BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3MiHu 3a UA/16105/01/01
po34MHy Ans NIMITEL BpuTtaHia CTEPITEK wopno 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenmom
iH ekuin no 1,0 r no NPABIT BHeceHHs 3miH Ao po3sginy «MapkyBaHHa» MKA N3. 3atBepaxeHo:
1 cbnakoHy abo 10 TIMITEQ MAPKYBAHHA Mae Bignosigatn 3aTBepaXeHOMy MapKyBaHHIO
dnakoHiB 3 ynakoBku. 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepakeHoro
MOPOLLKOM Yy nauui 3 TEKCTY MapKyBaHHS. OHOBNEHHSA TEKCTY MapKyBaHHS YNakoBKu
KapTOHY nikapcbkoro 3acoby 3 BHECEHHAM iHcbopMmallii LLoAo 3a3HavYeHHS
OAMHULb BUMIpIOBaHHS y cuctemi Sl. BBeaeHHs amiH npotarom 6-tu
MiCALIB Nicnsa 3aTBEPAXEHHS.
60. | AIALUE® 2T NMOPOLLOK ANA CeHc IHAisA CeHc IHAis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/17129/01/02
pO34uHy ans JTabopaTtopic JTabopaTtopic wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenmom
iH ekuin, no 2000 wmr, MeT. IIT8. MeT. N1A. OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKW fikapcbKoro 3acoby 3
1 donakoH 3 BHECEHHAM iHPOpMaLlii LLOAO 3a3HaYEeHHsT OANHULb BUMIPIOBaHHS Y
MOPOLLIKOM Y cuctemi Sl. BHeceHHs 3miH fo po3ainy «MapkyBaHHa» MKA N3:
KapTOHHIN ynakoBLi 3aTBepaeHo: BignosigHo 4o 3aTBEpAXKEHOrO TEKCTY MapKyBaHHS,
Lo goaaeTbes. 3anponoHOBaHoO:
BignosigHo Ao 3aTBepOXEHOro TEKCTY MapKyBaHHS. TepMiH
BBEAEHHS 3MiH: MPOTAroM 6 MicAUiB 3 ATV 3aTBEPOKEHHS.
61. | AIALE® 2000 | nopotuok Ans M. BIOTEK Benuka ACTPAI IHAis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/16105/01/02
po34MHy Ans NIMITEL BpuTaHis CTEPITEK wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenmom
iH ekuin no 2,0 r no MPAMBIT BHeceHHs 3miH Ao po3sginy «MapkyBaHHa» MKA N3. 3aTBepaxeHo:
1 donakoHy a6o 10 JIMITEQ MAPKYBAHHA Mae BignoBinatu 3aTBepaXeHOMY MapKyBaHHIO
dnakoHiB 3 ynakoBku. 3anponoHosaHo: MAPKYBAHHA 3rigHo 3atBepmkeHoro
MOPOLLKOM Yy nauuii 3 TEKCTY MapKyBaHHsS1. OHOBNEHHS TEKCTY MapKyBaHHS YNakoBKu
KapTOHY nikapcbkoro 3acoby 3 BHECEHHAM iHchopMalLlii LLoAo 3a3HavYeHHS
oaMHULb BUMIpIOBaHHS y cuctemi Sl. BBeaeHHs 3MiH npoTarom 6-tu
MicsiLiB micnsi 3aTBEpPOXKEHHS.
62. | AIYTOP® PO34UH ANS iH'eKUin, TOB HB® YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/17871/01/01
5 mr/mn no 4 mn B "MIKPOXIM" akujioHepHe wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenmom
amnynax, no 5 TOBapuCTBO 3MiHU BHECEHI B TEKCT MapKyBaHHS1 Ha NEPBUHHI ynakosLi y n. 1
amnyn y kaceTi 'y "Nekxim- "HasBa nikapcbkoro 3acoby" Lwoao AoAaHHSA Ha3Bu Aikoyoi
naJui 3 KapToHy XapkiB", YkpaiHa peyoBUHU. BBegeHHs 3MiH NpoTsarom 6-Tu MicsiliB nicns
(BignoBigansHWi 3aTBEPOKEHHS.
3a BUPOOHULTBO
Ta
KOHTPOIbL/BUMNPO

ByBaHHsA cepii,
He BKIoYaouu
BUMNYCK cepii);
TOB HB®
"MIKPOXIM",
YkpaiHa
(BignoBiganbHui
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3a
BUPOGHULTBO;
fopuandHa
agpeca Ta
BignoBiganbHWn
3a
KOHTPOMb/BMNPO
6yBaHHs cepii,
BKIIOYa04M
BMNYCK cepii)
63. | AHOKCOPYBIL | koHueHTpaT Ans Mictpan AHrniga AxTasic |Tanis ITanis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/14710/01/01
WUH-BICTA pO34uHy ans Kenitan C.n.A., Itanis; PymyHis wono 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
iHdpy3in, 2 mr/mn no MeHepXmeHT CivgaH ®apma TEKCTY MapKyBaHHS YNaKkoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
5 wmn, 10 mn, 25 mn, TNiviteq C.P.J1.,, PymyHisa iHcpopmalii LWoao 3a3Ha4YeHHA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
50 mn, 75 mn, 100 BHeceHHs 3MiH Ao po3aginy “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
MmNy donakoHi; no 1 MAPKWPOBKA. CornacHo yTBepXaeHHOMY TEKCTY MapKUPOBKH.
hbnakoHy B BBeaeHHs 3MiH npoTarom 6-Tu mMicauiB nicns 3aTBepAXeHHS
KapTOHHiI kopoOLi
64. | APOCMI®EM | Tabnetku, BKpUTi TOB «MIBE YkpaiHa Mmibe MmM6X Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX MaTepianis: 3MiHa 3asBHVKa 3a UA/15867/01/01
® 20 NNiBKOBOO YKPATHA» ApuHanmiTTenb (BnacHuka peecTpauinHoro nocigveHHs) (3rigHo Hakaly MO3 Big | peyenmom
obornoHkoto, no 0,02 23.07.2015 Ne 460); 3miHu | Tuny - 3miHn wopao
mr/3 mr; no 28 6esnekn/edekTMBHOCTI Ta hbapmakoHarnsaay. BeegeHHa abo 3amiHm
TabneTok y bnicTepi [0 y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy (BBeAeHHs
(24 akTuBHI y3aranbHeHUX AaHux Npo cuctemy dpapmakoHarnsgy, 3amMiHa
TabneTkn poxeBoro yNnoBHOBaXeHoI ocobu, BianoBigansbHoOI 3a 34iNCHEHHSA
Konbopy + 4 hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsigy 3asiBHUKa
TabneTkn nnauebo ONns 3gincHeHHs chapmakoHarnsaay B YKpaiHi, SKLWO BOHa BigMiHHa
6inoro konbopy); No BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBIganbHOI 3a 34iMCHEHHS
1, abo no 3, abo no dapmakoHarnsay (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
6 bnictepis B po3MilLieHHI MacTep-channa cuctemm papmakoHarnsay) - amiHa
KapTOHHIN ynakoBLi YNOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAaNbHOI 3a
dapmakoHarnsg. Oitoya pepakuisi: Petra Gerecke. MNponoHoBaHa
pepakuis: Heva Mapisi MaBniBHa. 3MiHa KOHTAKTHUX AAaHUX
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
bapmakoHarnsg. 3miHa micus 30iMCHEHHSA OCHOBHOI OisiNbHOCTI 3
apmakoHarnsgy. 3miHa micLe3HaxooKeHHs MacTep-daina Ta oro
Homepa
65. | APOCNI®EM | TtabneTtku, BKpUTI TOB «MIBE YkpaiHa Mibe MmMG6X HimeuunHa BHECEHHS 3MiH 10 peecTpaLiiHix MaTepianis: 3MiHa 3asiBHUKa 3a UA/15868/01/01
® 30 NniBKOBOO YKPAIHA» ApuHaimiTTenb (BnacHuka peecTpauiiHoro nocigveHHs) (3rigHo Hakaly MO3 Bin | peyenmom

obornoHkoto, no 0,03
mr/3 wmr; no 21
TabneTui y 6nictepi;
no 1, abo no 3, abo
no 6 Gnictepis y
KapTOHHIN ynakoBLji

23.07.2015 Ne 460); 3miHu | Tuny - 3mMiHn Wwopao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsiay. BeeaeHHs abo 3MiHu
[0 y3aranbHEHUX faHuX Npo cuctemy dapmakoHarnsgy (BBeOeHHs!

y3aranbHeHVX AaHnX Npo cucTeMy cbapmakoHarnsgy, 3amiHa
yNnoBHOBaXeHOoI ocobu, BignoBiaansHoOi 3a 3aiNCHEHHS
(hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ONs 30iMCHEHHA chapmakoHarnsay B YKpaiHi, KLU0 BOHA BigMiHHA
Bi ynoBHOBakeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHI MacTep-dhanna cuctemy papmakoHarnsgy) - 3amiHa
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
yNnoBHOBaXeHOi 0cobW 3asiBHKKA, BiANOBiAanbHOI 3a
dapmakoHarnsg. Hitoya pepakuis: Petra Gerecke. MNponoHosaHa
penakuisi: Hewan Mapis MNasniBHa. 3MiHa KOHTAKTHUX faHUX
yNnoBHOBaXeHOi 0cobW 3asiBHKKA, BiANOBiAaNbHOI 3a
dapmakoHarnsa. 3miHa micus 34iINCHEHHA OCHOBHOI AiSNbHOCTI 3
dapmakoHarnsgy. 3miHa micLe3HaxooXeHHs MacTep-danna Ta oro
Homepa
66. | EPMYLUUH® TBepAai kancynu no YAB "MPA" JluToBcbka EOMOHAO ITanis 3MiHM | TUNy - agMiHicTpaTVBHI 3MiHW. BunyyeHHs BUpoOHWYOT 3a UA/14088/01/01
300 mr no 10 kancyn Pecnybnik | ®APMA C.P.1., OinbHULI (BKNtovakoum AinbHuLi anst ADI, npomikHoro npoaykty abo | peyenmom
y 6nictepi; no 2 abo a ITanisa roTOBOrO MikapCbKoro 3acoby, AiNbHNL ANs NPoOBeAEeHHS NaKyBaHHS,
no 6 6nictepis y (B1poBHMLTBO BMPOBHVKa, BiANOBIAanNbHOroO 3a BMMYCK CEpii, MicLe NpoBeAeHHS
KopobLUi 3 KapTOHY Hepo3dacoBaHo KOHTpOMto cepii) abo noctayanbHUKa BUXIQHOTO matepiany,
i npoaykui, peareHTy abo AOMOMKHOI PEYOBUHM (SIKLLIO 3a3HaYEeHO Y JOCHE) -
KOHTpOrb Ta BUIMyYEHHSA anbTepHaTuBHOro BupobHuka APl Cowwmeta Mtanvaxa
BUWMNYCK cepint); MeawucuHanu Ckanguum C.p.n.(C.1.M.C.) C.p.n., Utanusa
JTAMI CAH MponoHoBaKra pepakuis Egmong ®apma C.p.n., Itanis; amibm | Tuny -
MPOCIIEPO 3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
CIA, Itanis 3MiHN) - BHECEHHSI 3MiH A0 po3gdiny “ MapkysaHHsa” MKA J13.
(nepBuHHE Ta 3anponoHoBaHo: MapKyBaHHS ynakoBku. 3rigHO 3aTBEPKEHOIO
BTOPWHHE TEKCTY MapKyBaHHsi
nakyBaHHs1)
67. | ECTE3U®IH PO34MH HaLLKipHWIA 1 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3aMiHu | Tuny - 3miHK 3 bes UA/14783/01/01
%, no 15 mn abo 20 skocTi. [oToBMI Nikapcbkui 3aci6. Cuctema peuyenma

mn abo no 25 mn'y
donakoHi; no 1
nakoHy y navui 3
KapToHY

KOHTelHep/3akynoptoBanbHuiA 3aci6. 3miHa napameTpis
cneuudikauin Ta/abo ONyCTUMUX MEX NEPBUHHOT YNaKOBKM
roTOBOrO fikapCbKOro 3acoby — BHECEHHS 3MiH 10 MmaTepianis
peecTpauiHoro gocke, p. 3.2.P.7. Cuctema koHTelHep/
3aKyrnoptoBanbHui 3acib, a came, 3rifHO AOKYMeHTaUii BUpoOHuKa
TOB «®apmmaluy», YKpaiHa 3MiHeHO Ha3Bu KpuULok: - «Kpuiuka
3aKynoptoBarnbHO-HarBMHYyBarnbHa 3 KOHTPOMEM MEepLLOro BiAKPUTTS
T1n 1.4m (DIN 18)» Ha «KpuLuka 3akynoptoBanbHO-HarBUHYyBarnbHa
3 KOHTporem nepLuoro BigkpuTTa Tun 1.4m 02»; - «Kpuwika
3aKynoptoBarnbHO-HarBMHYyBarnbHa 3 KOHTPOMEM MEpLLOro BiAKPUTTS
Tun 1.4k (DIN 18) B» Ha «KpwuLuka 3akynoptoBarnbHoO-
HarBMHYyBarnbHa 3 KOHTPOEM NepLUIoro BiAKpUTTA Tvn 1.4k»; - Y
crneundikaLii Ha KPULIKN BHECEHO YTOYHEHHS LWoA0 TOBLUMHU AHA
kpuwkm 3 1,35£0,15 mm Ha 1,520,1 MMm; - 3a paxyHok 36inbLUEHHS
TOBLUMHM OHa, BIANOBIAHO 36inblimnack maca kpuwku 3 1,9+0,06 r
Ha 1,9£0,19 r (4Na KpULLIKM 3aKyrnoptoBasibHO-HarBUHYYyBarbHOI 3
KOHTpOnem nepLuoro BigkputTs Tun 1.4m) Ta 3 1,7+0,06 r Ha
1,78+0,18 r (AN KPWLLKM 3aKynoploBanbHO-HarBUHYyBanbHoOI 3
KOHTpONeM MepLuoro BigkputTa Tun 1.4k); - BHeceHi 3MiHn y
KpecrneHHs! AN KPULLIKWA 3aKyrnopioBarnbHO-HarBUHYyBarbHOI 3
KOHTPOMEeM MepLUOoro BigkputTa Tvn 1.4m (giameTp
3aKynoproBasnbHOro KOHycy Kpuilku OyB 36inblieruii 3 10,78+0,1 mm
Ha 11+0,15 MM. NS BUrOTOBNEHHS 3anpONOHOBAHUX KPULLIOK
BVKOPVICTOBYBamNMCh Ti XX caMi MaTepianu, Lo i B 3aTBEPAXKEHNX
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KpULLIKax
68. | EYTUPOKC Tabnetku no 25 mkr; Mepk Xenckea | HimeyuunH Mepk Xenckea HimeyunHa BHECEHHS 3MiH 0 peeCcTpauinHMX MmaTepianiB: YTOYHEeHHs 3a UA/8388/01/01
no 25 tabneTtok y KlraA a KlraA HanucaHHsA 3asBHUKa B Haka3i MO3 Ykpaiuu Ne 60 Big peuenmom
6nictepi; no 2 abo 16.01.2021 B npoueci npoueaypy BHECEHHSA 3MiH (3MiHu | TNy -
no 4 Gnictepu B 3MiHN Wwopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsagy (iHwi
KapTOHHiIl kopobui 3MiHW) - 3MiHX BHECEHO Y TEKCTi MapKyBaHHS YNakoBKW MikapCbKoro
3acoby. BBeeHHs1 3MiH NpoTsrom 6 MicsALUiB Nicnsa 3aTBEPIKEHHS).
3ateBepaxeHo: Mepk Kl'aA, HimewunHa. 3anponoHoBaHo: Mepk
Xenckea KlaA, HimevyuuHa.
69. | EYTUPOKC Tabnetku no 50 mkr; Mepk Xenckea | HimeuyuunH Mepk Xenckea Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: yTO4YHeHHs 3a UA/8388/01/02
no 25 tabnetok y KraA a KlraA HanucaHHsA 3asBHUKa B Haka3i MO3 Ykpainu Ne 60 Big peuenmom
6nicTepi; no 2 abo 16.01.2021 B npoueci npoueaypn BHECEHHSA 3MiH (3MiHu | TUny -
no 4 6nictepu B 3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta bapmakoHarnsagy (iHwi
KapTOHHiIl kopobui 3MiHW) - 3MiHW BHECEHO Y TEKCTi MapKyBaHHS! yNakoBKW MikapCbKoro
3acoby. BBegeHHs 3MiH NpoTsiroM 6 MicsiLiB nicns 3aTBepAXEHHS).
3aTtBepaxeHo: Mepk KlMaA, HimeuunHa. 3anponoHoBaHo: Mepk
Xenckea KlaA, HimevyuuHa.
70. | EYTUPOKC TabneTkn no 75 Mkr; Mepk Xenckea | HimeuuunH Mepk Xenckea HimevuunHa BHECEHHS 3MiH O peecTpauiiHMX maTtepianiB: YTOYHEeHHs 3a UA/8388/01/03
no 25 tabneTtoky KraA a KraA HanucaHHA 3asBHMKa B Hakasi MO3 Ykpainu Ne 60 Big peuyenmom
6nicTepi; no 2 abo 16.01.2021 B npoueci npoueaypn BHECEHHSA 3MiH (3MiHu | TUny -
no 4 Gnictepu B 3MiHN Wwopo 6e3nekn/edekTMBHOCTI Ta dhapmakoHarnsaay (iHwi
KapTOHHIN kopobui 3MiHW) - 3MiHN BHECEHO Y TEKCTi MapKyBaHHS YNakoBKU MiKapCbKOro
3acoby. BBegeHHs 3MiH NpOTSiroM 6 MicsiLiB Nicns 3aTBEPAXEHHST).
3atBepaxeHo: Mepk KlN'aA, HimewunHa. 3anponoHoBaHo: Mepk
Xenckea KlNaA, HimeuuunHa.
71. | EYTUPOKC Tabnetkun no 100 Mepk Xenckea | HimeuuunH Mepk Xenckea HimeuunHa BHECEHHS 3MiH IO peecTpaLiiHUX maTepianiB: yTOYHEeHHs 3a UA/8388/01/04
MKT; no 25 TabneTtok KraA a KlraA HanucaHHsA 3asBHMKa B Haka3i MO3 Ykpaiuu Ne 60 Big peuenmom
y bricTtepi; no 2 abo 16.01.2021 B npoueci npoueaypy BHECEHHSA 3MiH (3MiHu | Tuny -
no 4 6nictepu B 3MiHU Wwopo 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay (iHwi
KapTOHHIN kopobui 3MiHW) - 3MiHN BHECEHO Y TEKCTi MapKyBaHHS YNaKoBKU MiKapCbKOro
3acoby. BBeaeHHs 3MiH NpOTSAroM 6 MicALiB MiCNs 3aTBEPAXEHHS).
3atBepaxeHo: Mepk KlN'aA, HimeyunHa. 3anponoHoBaHo: Mepk
Xenckea KlMaA, HimeuunHa.
72. | EYTUPOKC Tabnetkun no 125 Mepk Xenckea | HimeuyuunH Mepk Xenckea Himeuunna BHECEHHS 3MiH 0 peecTpauiiHiX maTtepianis: YTO4YHEeHHS 3a UA/8388/01/05
MKF; Nno 25 TabneTtok KlraA a KlraA HanucaHHA 3asBHUKa B Haka3i MO3 Ykpaiuu Ne 60 Big peuenmom
y brictepi; no 2 abo 16.01.2021 B npoueci npoueAypy BHECEHHSA 3MiH (3MiHu | Tuny -
no 4 6nictepu B 3MiHM Wwopao 6esnekn/edekTMBHOCTI Ta dhapmakoHarnsagy (iHwi
KapTOHHI kopobui 3MiHW) - 3MiHW BHECEHO Y TEKCTI MapKyBaHHS! yNakoBKW MikapCbKoro
3acoby. BBegeHHs 3MiH MpOTSAroM 6 MicsiLiB Nicns 3aTBEPAXEHHS).
3atBepaxeHo: Mepk Kl'aA, HimeyunHa. 3anponoHoBaHo: Mepk
Xenckea KlMaA, HimeyunHa.
73. | EYTUPOKC Tabnetkun no 150 Mepk Xenckea | HimeuyuunH Mepk Xenckea Himeuunna BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: yTO4YHEeHHS 3a UA/8388/01/06
MKT; no 25 TabneTtok KraA a KraA HanucaHHA 3asiBHMKa B Haka3i MO3 Ykpainu Ne 60 Big peuenmom

y 6nicTtepi; no 2 abo
no 4 6nictepu B
KapTOHHiIN kopobuyi

16.01.2021 B npoueci npoueaypn BHECEHHSA 3MiH (3MiHu | TNy -
3MiHM Wwopo 6esnekn/edekTMBHOCTI Ta dbapmakoHarnagy (iHwi
3MiHW) - 3MiHW BHECEHO Y TEKCTi MapKyBaHHS YNMaKoBKU MiKapCbKoro
3acoby. BBegeHHs 3MiH NpoTsiroM 6 MicsiLiB Nicns 3aTBEPAXEHHS).




28 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aTtBepaxeHo: Mepk KlMaA, HimeuunHa. 3anponoHoBaHo: Mepk
Xenckea KlraA, HimeyuunHa.
74. | E@P®PE3EN renbno5r, 15, 30 langepma CA | Lsewnuapi NABOPATOPIT PdpaHuis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHa 3a UA/15311/01/01
r rento y Ty6i; no 1 a FTANOEPMA Ha3Bw BUpobHuka A®| Bensoiny nepokcnay 3 "FARCHEMIA S.r.l." | peuenmom
Ty6i B KAPTOHHIN Ha "CORDEN PHARMA BERGAMO SPA";
kopo6ui; no 15, 30 3MiHu | Tuny - 3miHa Ha3Bw BMpoGHuka APl BeHaoiny nepokcuay 3
I rento y KOHTenHepi; "AKZO NOBEL Chemicals S.A. de C.V." Ha "NOURYON
no 1 KoHTelHepy B CHEMICALS, S.A. DE C.V."; aminu | Tvny - 3miHa B ymoBax
KapTOHHiI kopooLi 36epiraHHs AP| BeHsoiny nepokcuay BrpobHmuTBa 3 "NOURYON
CHEMICALS, S.A. DE C.V." 3"2-30 °C / 40-90% RH" Ha "2-30° C /
40-65% RH". 3miHa obymoBneHa TexHi4yHow nomunkoto B DMF
BUpobHMKa AdPI
75. | 3ETPOH PO34UH ANS iH'eKUin, dapmaueBTny Ipeuis PA®APM C.A. Ipeuis BHECEHHS 3MiH A0 peecTpauiiHix maTepianis: 3miHun | Tuny - 3miHn 3a UA/16146/01/01
2 Mr/mn; no 4 mn B Ha KoMnaHis wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenmom
amnyni; no 5 amnyn "BOKATE BHeceHHs 3MiH go po3sginy "MapkyBaHHa” MKA J13: 3atBepaxeHo:
Y KapTOHHi KOpoobuUi CA" MapkvpoBka. CooTBECTBYET YTBEPXAEHHOMY TEKCTY MapPKUPOBKYU
(npunaraetcs). 3anponoHoBaHo: Mapk1poBka.
B cooTBeTCTBUM C YTBEPXAEHHBIM TEKCTOM MApKUPOBKK.
OHOBMEHHA TEKCTY MapKyBaHHS yMakoBKU MikapcbKoro 3acoby 3
BHECEHHAM iHopMaLii LLOAO 3a3HaYEeHHS OONHULb BUMIPIOBAHHS Y
cuctemi Sl.
76. | 3ETPOH cupon, 4 mr/5 mn; no | ®apmaueBTuy Ipeuis PA®APM C.A. Ipeuis BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHun | Tuny - 3miHn 3a UA/16121/01/01
50 mn y cnakoHi; no Ha KOMMaHis wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenmom
1 donakoHy B "BOKATE BHeceHHs 3MiH fo po3ainy "MapkyBaHHs” MKA J13: 3aTtBepaxeHo:
KOMIMEKTi 3 MipHOIO C.A" MapkupoBka. CoOTBECTBYET YTBEPXKAEHHOMY TEKCTY MapKUPOBKM
NOXKOIO Y KAPTOHHIN (npunaraetcs). 3anponoHoBaHo: MapkupoBka. B cooTBeTCcTBUM C
KopobLi yTBEPXAEHHBIM TEKCTOM MapKnpoBku. OHOBNEHHSA TEKCTY
MapKyBaHHS yMakoBKM MiKapCbKOro 3acoby 3 BHECEHHAM iHdopmaLii
OO 3a3HaYeHHs OAMHULL BUMipOBaHHS y cuctemi Sl.
77. | 30OPAH™ PO34UH ANS iH'eKuin, Hosaprtic LLisenuapi nakcoCmitKns ITanisa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/7426/01/01
2 mr/mn, no 2 mn dapma Al a WH wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay - 3MiHM BHECEHO | peyernmom
abono4 mnB MaHydakTypuHr 00 IHCTPYKUii Ans Mean4HOro 3acTocyBaHHs! NikapCcbkoro 3acoby Ao
amnyni; no 5 amnyn C.n.A. po3ginis "3acTocyBaHHs y nepiod BaritTHOCTi abo rogyBaHHS rpyaa”
Yy NNacTUKOBOMY BignoBigHo 0o pekoMernaauii PRAC. BBefeHHs 3MiH NpOTArom 6-tu
6nicTepi; no 1 MicsuiB nicns nigTBepmKeHHs
6nictepy B
KapTOHHiIN kopobui
78. | IBY®EH® cycneHsisi oparbHa, MepnaHa Monbla MepnaHa ®apma Monbwa 3MiHu | Tuny - 3miHK Wwopno 6e3nekun/edekTUBHOCTI Ta 6e3 UA/11881/01/01
Onda OITEN 100 mr/5 mmi; no 100 dapma AKLjiOHEpHe dapmakoHarnagy. 3miHa y KOpoTKiii xapakTepucTuL nikapcbKoro peuenma
nonyHuus abono 120 mny AkuioHepHe ToBapucteo 3aco0y, TeKCTi MapKyBaHHS Ta iHCTPYKLUi AN MeAUYHOro
nnacTKoBOMy ToBapucTso 3aCTOCYyBaHHS Ha MiACTaBi PerynsipHO OHOBMIOBAHOrO 3BITY 3
nakoHi; no 1 6e3neku nikapcbkoro 3acody, abo gocnimkeHb 3 6e3nekn
hbnakoHy 3i 3aCTOCyBaHHS NikapcbKoro 3acoby B micnspeecTpauiiiii nepiog,
LUNPULIOM- abo sik peaynbTaT OLiHKM 3BIiTY 3 AOCNIAKEHb, NPOBEAEHNX

[03aTOPOM Y
KapTOHHIN nayui

BiAMOBIAHO A0 NNaHy neaiaTpuyHux gocnigxeHs (PIP) (3MiHy
Y3rO[PKEHO 3 KOMMETEHTHUM YMOBHOBaXXEHNM OPraHOM) - 3MiHU
BHECEHO [0 iHCTPYKUii ANs Megu4YHoro 3acTocyBaHHS NiKapcbKoro
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acoby y po3ain "OcobnmeocTi 3acTocyBaHHs" BiAMOBIAHO A0
oHoBneHol iHhopmaLlii 3 6e3neku gito4oi pevoBUHN
79. | IBY®EH® cycneHsisi oparbHa, MepnaHa Monblwa MepgaHa ®apma Monbwa BHECEHHS 3MiH 10 peecTpaliiHiX MmaTepianis: 3MiHu | Tuny - 3miHn be3 UA/11881/01/01
anAa QiTen 100 mr/5 mm; no 100 dapma AKLiOHepHe oo Gesnekn/edhekTMBHOCTI Ta papmakoHarnsay. 3mMiHu y kopoTkii | peyenma
nonyHuusa abono 120 mny AKLiOHepHe ToBapucTBo XapaKkTepuCTuLi NikapcbKoro 3acoby, TeKCTi MapKyBaHHS Ta
nnacTuKoBOMYy ToBapucTtBo iHCTPYKUIii NS MEAMYHOro 3aCTOCyBaHHS
nakoHi; no 1 reHepuyHuX/ribpnaHmx/6ionoaibHMx nikapcbkmx 3acobis nicns
hbnakoHy 3i BHECEHHS Ti€Ei caMoi 3MiHW Ha pedbepeHTHWI npenaparT (3MiHa He
LUNPULIOM- notpebye HafaHHSA )XOOHUX HOBMX AOAATKOBUX AaHKX) - 3MiHN
[03aTOpOM Y BHECEHO A0 IHCTPYKUIii ANS MEANYHOrO 3aCTOCYBaHHS NiKapCbKOro
KapTOHHIN nayui 3acoby y posginu: "®apmakonoriyHi BnactusocTi",
"MpoTunokasaHHs", "Baaemogia 3 iHWMMKM nikapcbkummn 3acobamm Ta
iHWi BuAm B3aemogin", "OcobnmneocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepioa BariTHOCTI abo rogyBaHHs rpyaar”, "Cnocio
3acTocyBaHHsi Ta go3n", "MepegosyBaHHs", "MobiyHi peakuii” 3rigHo
3 iHbopMmaLlieto LWOAO MEAVYHOTO 3aCTOCYBaHHS PEPEPEHTHOTO
nikapcbkoro 3acoby (HYPOPEH® ONA OITEW, cycneHsisi opanbHa,
100 mr/5 mn)
80. | IBONTUH® TabneTku ABGoTT HimeyvumH BMPOBHMLTBO, Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/7175/03/01
SR NPOSIOHroBaHoI Aji JlabopaTopis a nakyBaHHs, [peuis wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3miHa y KopoTkii | peuernmom
no 240 mr; no 15 m6X KOHTPOSIb SKOCTI XapaKkTepucTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
TabneTok y 6nictepi; Ta BUMYCK cepii: iHCTPYKLUIii AN MEAUYHOro 3aCToCyBaHHSA Ha NiAcTaBi perynspHo
no 2 6nictepu y ABGBI [lounana OHOBOBaHOrO 3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo
KapTOHHiI kopobui Mv6X i Ko. KT, JocnimpkeHb 3 6e3nekn 3acTocyBaHHS fnikapcbkoro 3acoby B
HimeuyuunHa; nicnapeecTpauinHuii nepiod, abo sk pesynbTaT OUiHKK 3BITY 3
BUPOGHMLTBO, OocnifxeHb, NPOBEAEHMUX BiANOBIAHO 0 NiaHy negiaTtpudHmx
nakyBaHHs, pocnimxkeHb (PIP) (3MiHy y3roaXeHo 3 KOMNETEHTHUM
KOHTPOrb AKOCTI YMOBHOBAaXEHNM OpPraHoM) - 3MiHV BHECEHO B iHCTPYKLIito Ans
Ta BUNycK cepii: ME[MYHOro 3aCTOCYBaHHs nikapcbKoro 3acoby Ao po3ainis
damap A.B.E. "B3aemogis 3 iHWK1MKM nikapcbkMu 3acobamu Ta iHLWi BUam
AHTOYCCa B3aemopin" Ta "lMNepeno3yBaHHA" 3riaHO 3 pekomeHaauismu PRAC.
MnanT, Mpeuia BBeaeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPOKEHHS
81. | IMOAIYM® TabneTku, Lo MakHin AHrnia KaTtaneHnt FOK Benuka BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3aMiHu | Tuny - 3miHu 3 be3 UA/9831/02/01
EKCIMNPEC AncnepryoTLes B Mpopaktc CBiHOOH 3uaic BputaHis/ sKocTi. [oToBMI nikapcbknii 3aci6. 3miHKM y BUpobHMUTBI. 3MiHa peuenma
POTOBI NOPOXKHWHI, Nimiteq IlimiTen, Benwuka DdpaHuis iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY Cepii Ta KOHTPOIO SIKOCTi
no 2 mr; no 6 BpuTaHis; roToBOro nikapcbkoro 3acoby (3amiHa abo JoaaBaHHs AinbHULI, Ha
TabneTok y 6nictepi; AHCCEH- AKiIM 3AINCHIOETBCSA KOHTPONbL/BUNPOOYBaHHS Cepii) - BHECEHHS 3MiH
no 1 6nictepy B CINAT, ®paHuist [0 matepianiB peecTpauinHOro AoCbe, a came AoAaBaHHS
KapTOHHIl ynakoBLi (BTOPUHHA anbTepHaTUBHUX AiNbHULb TECTYBAHHS Ta KOHTPOMIO SIKOCTi Anst
yrakoBka, Tabnetok: Alternative QC Testing site Catalent Germany Schorndorf
[03Bin Ha GmbH Steinbeisstr, 1 and 2 73614 Schorndorf Germany
BUNYCK cepii) Alternative Micro Testing Site BAV Institut GmbH Hanns-Martin-
Scheyer Strasse 25 Offenburg 77656 Germany
82. | IHBYTON® PO34uH ANs iH'eKuii, TOB "HOpis- YkpaiHa TOB "HOpisi- YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MmiHu | Tuny - 3miHK 3a UA/4798/01/01
100 mr/mn; no 10 mn dapm” Papm" wono 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy - OHOBMNEHHS peuyenmom
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
abo 20 mny TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
hrnakoHax iHcpopmalUii LLoao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
BHeceHHs 3MiH go po3sginy “MapkyBaHHa” MKA J13: 3anponoHoBaHo:
MapkyBaHHs. 3rigHO 3aTBEPAKEHOrO TEKCTY MapKyBaHHSA. TepMiH
BBEAEHHS 3MiH NpoTArom 6 micsuiB nicns 3aTBEpAKEHHS
83. | IHOOMETAU TabneTkn, BKpUTI ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx matepianis: 3miHu Il Tuny - 3miHn 3a UA/5763/01/01
WH- 06010HKoI0, obmexeHoto BMPOOHMLTBA, 3 sikocTi. A®Il. BupobHuuTBO. 3MiHa BUpoBHMKa peuenmom
300POB'A KMLLKOBOPO34MHHI MO | BignoBiganbHi KOHTPOSb SIKOCTI, BWXiAHOro/NpoMmi>KHOro NMPOAYKTY/peareHTy, Lo BUKOPUCTOBYOTLCS Y
25 wr, no 10 CTHO BMNYCK cepii: BUpo6HM4omy npoueci AP, abo 3miHa BUpoGHWKa (BKNoYatouun, e
Tabnetok y 6nictepi, | "®apmaueBTn ToBapucTso 3 HeobXxigHO, MicLie NpoBeAEeHHS KOHTponto sikocTi) APl (3a
no 3 6nictepn y YHa KOMMaHis obmexeHoto BiACYTHOCTI cepTudikaTa BignoBigHOCTI €Bponencekin apmakonei y
KapTOHHiIN kopooLyj; "3popos's" BignosigansbHicT 3aTBEPAKEHOMY A0ChE)(BBEAEHHSI HOBOrO BUpPOOHMKa ADI 3
no 30 TabneTtoky 10 HafjaHHaM macTep-anna Ha Adl) - BBeAeHHSI HOBOrO BUPOBGHMKa
6nictepi, no 1 "®apmaLeBTUYH A®I IngomeTaumH Taicang Pharmaceutical Factory, China
Gnictepy y a KoMnaHis [04aTKOBO [0 3aTBepakeHnx BupobHukis F.I.S. - FABBRICA
KapTOHHIN kopobui "3popos'a", ITALIANA SINTETICI S.P.A., ltaly Ta F.I.S. Fabbrica Italiana Sintetici
YkpaiHa; BCi S.p.A., ltaly, sk Hacnigok, BHECEHO 3MiHM Ao crneumdikaii Ta
cTagii MeTogiB koHTponto APl 3a nokasHMKOM “3anuiikoBa KinbkicTb
BMPOBHMLTBA, OpraHiYyHMX po34MHHUKIB” 3rigHO nNpeacTasneHoro DMF Big HoBoro
KOHTPOIb SKOCTI: BMPOBHVKa cybcTaHLi.
ToBapucTBo 3
oBMexeHoIo
BignoBiganbHicT
10 "®APMEKC
PYI", Ykpaina
84. | IPUHOTEKAH | koHueHTpaT Ans Amakca 1T Benuka AkBiga 'mbX , Himeyuunna BHECEHHS 3MiH 10 peecTpaLuiiHix maTtepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/14902/01/01
AMAKCA pO34uHy ans BpuTtaHis HimeuunHa AkocTi. FoToBMIA Nikapcbkuii 3aci6. 3MiHK y BUPOOHULTBI. 3MiHa peuernmom
iHdpysin, 20 mr/mn, (BMpPOOHMLTBO in po3mipy cepii (BKrtoYao4um Aiana3oH po3mipy cepii) roToBoro
no 2 mn, 5 mn a6o bulk, nepBnHHe nikapcbkoro 3acoby (3meHLweHHs Ao 10 pasiB) - 3MeHLLEHHS po3Mipy
15 Mn y dpnakoHi; no Ta BTOPUHHE cepii posyumHy in bulk 3 200 n go 100 n. fitova pepakuis Posmip
1 donakoHy B nakyBaHHs, cepii: 200 n no 2 mn y donakoHi — 100 000 ¢prn. no 5 mn y dprakoHi —
KapTOHHiI kopobui KOHTpOnb cepii); 40 000 dpn. no 15 mn y donakoHi — 13 333 con. NponoHoBaHa
AkBiga 'm6X, pepakuis Poamip cepii: 100 n no 2 mn y dnakoHi — 50 000 dn. no 5
Himeuunna mn 'y donakoHi — 20 000 ¢on. mo 15 mn y conakoHi — 6666 dn.
(koHTpoOnb cepii
Ta BUNycK cepii);
BeHyc ®apma
v6X,
HimevuunHa
(BTOPUHHE
nakyBaHHs)
85. | IPUHOTEKAH | koHueHTpaT Ans Mictpan AHrnis AxTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/14240/01/01
-BICTA NPUroTyBaHHA Kenitan C.n.A wono 6esnekun/edhekTBHOCTI Ta hapMakoHarnsay - BHECEHHS 3MiH | peyernmom
pO34MHy Ans MeHeaxmeHT 0o po3sginy “MapkysaHHst” MKA 113”: 3anponoHoBaHo: MapkupoBka.
iHcpy3in, 20 mr/mn no Nimiteq CornacHo yTBepXAeHHOMY TEKCTY MapKupOBKU. OHOBMEHHS TEKCTY

5 mn (100 mr) abo

no 15 mn (300 mr),
abo 25 mn (500 mr)
y donakoHi; o 1

MapKyBaHHs1 YNakoBKM IikapCbkoro 3acoby 3 BHECEHHSAM iHdopmaLii
LLI0A0 3a3HaYeHHs1 OAMHMWLE BUMIpIOBaHHS ¥ cucteMi Sl. BBeaeHHs
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
hnakoHy B 3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBEpAXKEHHS
KapTOHHiN kopobui
86. | noa pPO34MH aons MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3 bes UA/12321/01/01
MEYAEBCbBK | 30BHiWHbOrO "TexHonor" "TexHonor" sikocTi. [oTOBMI Nikapcbkuii 3aci6. 3MiHM y BUPOGHMLTBI. 3MiHa peuenma
um 3actocysaHHs 10 %, po3mipy cepii (BknoYao4um giana3oH po3mipy cepii) roToBOro
no 30 mn y cprakoHi nikapcbkoro 3acoby (36inbweHHs Ao 10 pasiB NOpiBHSAHO i3
3 npobkoto- 3aTBEpPAKEHUM PO3MIpPOM) - BBEAEHHSA AOAATKOBOrO po3mipy cepil
KpanensHuueto; no 1 roToBOro fnikapcbkoro 3acoby 154,50 kr (150,0 n). MNponoHoBaHa
hnakoHy B navi i3 pepakuis Mo 30 mn y dprakoHi 3 npobkoto-kpanensHuueto: 51,50 kr
KapToHy; no 50 mn (50,0 n) (Bin 1 487 po 1 650 ynakoBok); 154,50 kr (150,0 n) (Big 4
abo no 100 mny 500 go 5 000 ynakosok) Mo 50 mn y chnakoHi 3 Hacagkoto: 51,50 kr
donakoHi 3 (50,0 n) (Big 900 go 1 000 ynakoBok); 154,50 kr (150,0 n) (Big 2 700
Hacagkoto, no 1 0o 3 000 ynakoBoOK)
nakoHy B nayi i3 Mo 100 mn y dpnakoHi 3 Hacagkoto: 51,50 kr (50,0 i) (Big 450 o 500
kapToHy; no 120 mn ynakoBok); 154,50 kr (150,0 n) (sia 1 350 go 1 500 ynakoBoK);
y 6aHLji 3 npo6koto- Mo 120 mn y 6aHui 3 npobkoto-kpanensHuueto: 51,50 kr (50,0 n) (Big
KpanensHuueto; no 1 375 0o 416 ynakoBok); 154,50 kr (150,0 n) (Big 1 122 o 1 248
6aHui B navuj; no ynakoBok); Mo 1000 mn y kKoHTenHepax nnactmacosux: 51,50 kr
1000 mn y (50,0 n) (Big 45 po 50 ynakosok); 154,50 kr (150,0 n) (ig 135 go
KOHTeVHepax 150 ynakoBoOK)
nnacTMacoBux
87. | MoAgIKCon® cnpen, 85 mr/r no 30 TOB YkpaiHa TOB YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3aMiHu | Tuny - 3miHn bes UA/5764/01/01
Iy KOHTeNHepi "Mikpodpapm" "Mikpodpapm" wono 6e3snekn/edeKTMBHOCTI Ta papmakoHarnsgy - OHOBIIEHHS peuenma
nnacTUKoBoMY 3 TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSM
MeXaHiYHUM iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
HacocoMm Ta 3awmiHa po3giny «I"padivyHe odbopMIIEHHS YNaKkoBKU» Ha po3Ain
posnunoBayeMm; no «MapkyBaHHsa» MKA N3: 3anponoHoBaHo: MapkyBaHHs. 3rigHo
1 KOHTeViHepy B 3aTBEPKEHOrO TEKCTY MapKyBaHHS
navui 3 KapToHy TepmiH BBEAEHHSA 3MiH NpoTArom 6 micsAuiB Nicnsa 3aTBEpAXKEHHS
88. | MOKEJb MOPOLLIOK ANs BPOC NTA Mpeuis BPOC NTA Ipeuis BHECEHHS 3MiH 10 peecTpaLiliHiX maTepianis: 3aMmiHu | Tuny - 3miHn 3a UA/0388/01/01
PO34MHY AN iH'eKUin wopno 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIEHHS peuenmom
no 750 mry TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
dnakoHi, no 1 iHbopMmalLii Woao 3a3HauYeHHs 0AMHMLE BUMIpOBaHHS Y cuctemi Sl
dnakoHy y
KapTOHHiIN kopobui
89. | KAINIMIH® 60 | Tabnetku no 60 mr TeBa I13painb Knoke HimeuunHa BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3miHu | Tuny - 3a UA/9462/01/01
H no 50 a6o no 100 dapmaueBTika BepnakyHrc- BUIyYeHHs nokasHuka «Po3naganHs» (EP 2.9.1) i3 cneuudikauii peuenmom
TabneTok y dnakoHi; n lHpacTpis Cepsic 'mM6X, N3, 3a HasBHOCTI 3aTBEPAXKEHOrO TECTY «PO3UMHEHHS.
no 1 pnakoHy B nTo. Himeuyunna BBeaeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicns 3aTBEPXKEHHS; 3MiHW |
KopobLi (nepBuHHa Ta TMNy - 3MiHa BUMOT 3a Nokas3HUKOM «CTiNKICTb 40 PO34aBtOBaHHA»
BTOPUHHA (EP 2.9.8.), 6e3 3miHu fiana3oHy 3aTBepKEHVX 3HaYeHb; 3a
ynakoBka); nokasHukom «MikpobionoriyHa YucToTa» 3miHa BUMOr
Knoke ®apma- dopmyntoBaHHS 3rigHo EP 2.6.12, 2.6.13. BBegeHHs 3MiH NpoTsirom
Cepsic 'mbX, 6-TK MicAaUiB nicnsa 3aTBEpAKEHHS
HimeyuunHa
(BUpOBHMLTBO

HeposdgacoBaHo
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ro nNpoaykTy,
nepBUHHA Ta
BTOPVHHA
ynakoBkay);
Mepkne M'mM6X,
HimeyuunHa
(mosBin Ha
BUNYCK cepii)
90. | KAnbuUIO Tabnetku no 500 wr, AT YkpaiHa AT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3amiHu | Tuny - 3miHn 3 [ Ne 10 - 6e3 UA/6048/01/01
FMIOKOHAT no 10 TabneTok y "ITy6Huchapm" "ITy6Hucbapm" sikocTi. FoToBMIA Nikapcbkuid 3acib. KoHTponb rotoBoro nikapcbkoro | peuenma;
6nictepax; no 10 3acoby - YTOYHEHHSs1 UMdPOBUX 3HAYEHb B MeTOoAax KOHTpornto skocTti |Ne 100 - 3a
TabneTok y n. «Po3unHeHHs» peuenmom
6nictepax, no 10
OnicTtepis B nayi
91. | KAHOMBOP niocpinizat ans Acnipo ®apma IHais Acnipo ®apma IHgis BHECEHHS 3MiH 10 peecTpaLliliHiX maTepianis: 3MmiHu | Tuny - 3miHK 3a UA/17810/01/01
po34nHy ans Nimiteq Nimiten wono 6e3snekn/edeKTMBHOCTI Ta dpapmakoHarnagy - OHOBIIEHHS peuenmom
iHdysin, no 200 mry TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKOro 3acoby 3 BHECEHHAM
dnakoHi; no 1 iHcpopMalii LWoao 3a3HavYeHHs 0AMHMLB BUMIpIOBaHHS Y cuctemi Sl.
nakoHy y kopobui BHeceHHs 3MmiH o po3sainy «MapkyBaHHa» MKA N3:
3anponoHoBaHo: MAPKVPOBKA. B cooTBeTCTBUM C yTBEPXKAEHHBIM
TEKCTOM MapKUpOBKWU. TepMiH BBEAEHHS 3MiH NPOTArom 6 micsuis
nicnsa 3aTBepAXEHHs!
92. | KAHOIO-B6 TabneTkn BariHanbHi "meHmapk IHpia "meHmapk IHais BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3amiHu | Tuny - 3miHK 6e3 UA/9968/01/01
no 100 mr no 6 dapmacbioTnK dapmacbioTukan wopno 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsgy - OHOBIEHHS peuenma
TabneTok y cTpuni; ans3 IlTa. 3 Jta. TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
no 1 ctpuny pasom 3 iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
annikaTopom y BHeceHHs1 amiH go po3aginy MKA: MapkyBaHHs. [ponoHoBaHa
KapTOHHIN ynakoBLji pepakuisa: 8. MapkyBaHHsS 3rifHO 3aTBEPAKEHOr0O TEKCTY
MapKyBaHHs. BBegeHHS 3MiH NpoTaroM 6-Tu micauis nicns
3aTBEpPAKEHHS
93. | KAMOHKO TabneTkn, BKpUTI "meHmapk IHAisa Penaviexc Nand IHAis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/14664/01/01
NniBkOBOIO dapmacbioThK CartHcec lNBT. wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy - OHOBIEHHS peuenmom
obornoHkoto, no 500 ans3 IlTa. Iro. TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKoro 3acoby BiAnoBiaHO A0

mr no 10 TabneTok y
6nicTepi; no 1
Gnictepy y
KapTOHHI kopooLyj;
no 10 TabneTok y
GnicTepi; no 1
onictepy y
KapTOHHiII kopobLyj;
no 10 kKapTOHHUX
KOpo6oK B 0aHY
3aranbHy KapTOHHY
kopobky; no 10
TabneTtok y bnicrepi;
no 1 6nictepy y

BuMor Hakady MO3 Ykpainu Big 23.07.2015 p. Ne460 3 BHECEHHAM
iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
BHeceHHs1 amiH o po3ainy MKA: MapkyBaHHs1. [NonepegHs
pepakuia: 12. MapkyBaHHs TeKCT MapKyBaHHS yNakoBKU JOOAETHCS.
OHoBneHa pepakuisi: 12. MapkyBaHHs1 3rigHO 3aTBEpPOKEHOrO TEKCTY
MapKyBaHHS. BBegeHHs 3MiH NpoTsrom 6-x micauiB nicns
3aTBEpOKEHHS




33 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiIl kopobuyj;
no 12 KapTOHHWX
KOpoGOK B 0fHYy
3aranbHy KapTOHHY
KOPOGKY
94. | KAPBOIMATI | koHueHTpaT 4ns MicTtpan AHrnis AkTasic ITanis ITanis BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/14384/01/01
H-BICTA pPO34mnHy Ans Kenitan C.n.A oo 6esnekn/edheKTUBHOCTI Ta hapmakoHarnsiay - BHECEHHS 3MiH | peuernmom
iHdpysin, 10 mr/Mn no | MeHemKMeHT o po3sginy “MapkyBaHHs” MKA N3:
5 mn (50 mr/5 mn) Nimiten B3anponoHoBaHo: MAPKMPOBKA. CornacHo yTBepXaeHHOMY TEKCTY
abo no 15 mn (150 MapKkMpoBkN. OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
mr/15 mn), abo no 3acoby 3 BHECEHHAM iHchopMalUii LLoAo 3a3HaYeHHS OAMHMLB
45 mn (450 mr/45 BMMiptoBaHHs y cuctemi Sl. BBegeHHst 3amiH npoTtsrom 6-tu micauis
mn), abo no 60 mn nicnsa 3aTBepAXKEHHsI
(600 mr/60 mn) y
dnakoHi; no 1
hbnakoHy B
KapTOHHIN nayuj
95. | KAPBOXOI niocpinizat ans "meHmapk IHais "meHmapk IHgis BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3miHu | Tuny - 3miHn 3a UA/15005/01/01
po34nHy ans PapmacboTukK IxeHepike JlTa wono 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsgy - OHOBIIEHHS peuernmom
iHdysin, no 150 mry ans JlTa. TEKCTY MapKyBaHHS YNakoBKYM NikapCcbKoro 3acoby BiAnoBiaHO A0
dnakoHax Ne 1 BuMor Hakady MOS3 Ykpainu Big 23.07.2015 p. Ne460 3 BHECEHHAM
iHbopMmaLii Woao 3a3HavYeHHs OAUHMLL BUMIPIOBAHHSA Y cucTemi Sl.
BHeceHHs1 amiH o po3giny MKA: MapkysaHHs. [ponoHoBaHa
pepakuis: MapkyBaHHsi 3rifHO 3aTBEPXEHOro TEKCTY MapKyBaHHS.
BBeageHHs 3MiH npoTsirom 6-x MicsuiB nicnst 3aTBepaXeHHs
96. | KAPBOXOI niogpinizat Ans "meHmapk IHAis "meHmapk ApreHTuHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/15005/01/01
po34MHy Ans dapmacbioThK xeHepikc C.A. Lwono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsiay. BeegeHHs abo | peyenmom
iHdy3in, no 150 mry ans Jlta. 3MiHM 0O y3aranbHEHUX AaHUX Npo cuctemy chapmakoHarnsagy

donakoHax Ne 1

(BBEOEHHS y3aranbHeHVX AaHWX Npo cucTeMy hapMakoHarnsay,
3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHOI 3a 3AiINCHEHHS
apmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
ONns 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKLWo BOHa BigMiHHa
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsgy (BKMYar4um KOHTaKTHI AaHi) Ta/abo 3amiHn y
po3MmilLieHHI MacTep-aina cuctemu papmakoHarnsgy) - pMiHa
yNOBHOBaXeHOI 0cobu 3asiBHMKa, BiANOBiganbHOI 3a
cbapmakoHarnsg,.

MponoHoBaHa pepakuis: YTe XogHep / Ute Hoeffner. 3miHa
KOHTaKTHMX JaHWX YNOBHOBaXeHOi 0cobu, BignoBigansHoi 3a
capmakoHarnsg. BeegeHHs KOHTaKTHOT 0COOU YNOBHOBAXEHOT
ocobu 3asiBHUKA, BiANOBIAanbHOI 3a hapmakoHarnag B YkpaiHi.
MponoHoBaHa pepakuis: MameTtosa [iHa HisiziBHa. 3miHa
KOHTaKTHWX AaHWNX KOHTaKTHOI 0cObM YNOBHOBaXXeHOi 0cobu
3asiBHUKA, BignoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. 3MiHa
MicLs 34iICHEHHS1 OCHOBHOI AisiNbHOCTI 3 hapMakoHarnsay. 3miHa
MicLie3HaxX0MKEHHS MacTep-hanna cuctemm hapMakoHarnsgy




34 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
97. | KAPBOXOMN nioginizat Ansa "mexnmapk IHAisA "meHmapk IHAisa BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/15005/01/02
po34nHy ans dapmacboTukK IhxeHepike Ilta woao 6e3nekun/edeKkTMBHOCTI Ta hapmakoHarnsay - OHOBIEHHS! peuenmom
iHcpysin, no 450 mry ans JlTa. TEKCTYy MapKyBaHHS YNaKoBKM NikapCcbKoro 3acoby BiAnoBigHoO A0
nakoHax Ne 1 BuMor Hakady MO3 Ykpainu Big 23.07.2015 p. Ne460 3 BHECEHHAM
iHbopMmaLii Woao 3a3HavYeHHs OAUHMWLL BUMIPIOBaHHS Y cuctemi Sl.
BHeceHHs1 amiH o po3sainy MKA: MapkysaHHs. [MponoHoBaHa
pepakuis: MapkyBaHHs 3rigHO 3aTBEPAXXEHOrO TEKCTY MapKyBaHHS.
BBegeHHs 3MiH NpOTArom 6-x MicaUiB Nicns 3aTBepaXKEHHS!
98. | KAPBOXOI niocpinizat ans CmeHmapk IHais "meHmapk ApreHTuHa BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3miHu | Tuny - 3miHn 3a UA/15005/01/02
po34nHy ans PapmacboTukK IxeHepikc C.A. oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. Beegenns abo | peyenmom
iHdy3in, no 450 mry ans JlTa. 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy hapmakoHarnsgy
dnakoHax Ne 1 (BBEAEHHA Y3aranbHEHUX AaHWX NPo cucteMy dbapmakoHarnagy,
3MiHa yNOBHOBaXXEHOT 0CO0U, BiANOBIiAaNbHOI 3a 3AiIMCHEHHS
apmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
AN 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHa
BiJ, YNOBHOBaXXeHOI 0CO0U, BiANOBiganbHoI 3a 34iMCHEHHS
bapmakoHarnsgy (BKMYar4um KOHTaKTHi AaHi) Ta/abo 3miHn y
po3milLieHHI MacTep-hanna cuctemu papmakoHarnsgy) - pMiHa
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
cbapmakoHarnsg,.
[MponoHoBaHa pegakuis: YTe XodHep / Ute Hoeffner. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXXeHOi 0cobw, BiAnoBiaansHoi 3a
tapmakoHarnsg. BBegeHHs KOHTaKTHOT 0COOU YNMOBHOBAXEHOT
ocobu 3asiBHUKa, BiANOBIAaNbHOI 3a hapmakoHarnsg B YkpaiHi.
MponoHoBaHa pepakuis: MameToBa [iHa HisizieHa. 3miHa
KOHTAKTHMX JAHMX KOHTAKTHOI 0COOU YNMOBHOBaXEHOT 0CO6U
3asiBHUKA, BianoBiganbHoi 3a hapmakoHarnsg B YkpaiHi. 3MiHa
MicLst 30iINCHEHHS1 OCHOBHOI AiSNbHOCTI 3 hapmakoHarnsgy. 3MiHa
MicLe3HaxoaXXeHHs MacTep-carina cuctemmn chapmakoHarnsgy
99. | KAPAOICEMUB® | TtabneTtku, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - a3miHn  |Ne 30 — 6e3 UA/14585/01/01
NniBKOBOIO wopno 6esnekun/edekTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenma;
obornoHkoto, 150 wr; TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSM Ne 50 — 3a
no 10 TabneTok y iHcpopMalii Loao 3a3Ha4YeHHs! 0AMHULB BUMIpIOBaHHS Y cucteMi Sl. | peyenmom
6nictepi; no 3 abo 5 BHeceHHs 3MiH fo po3gainy «MapkyBaHHs» MKA N3;
6nictepiB y navui 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaKeHOoro TekcTy
MapKyBaHHs. BBegeHHs 3MiH NpoTaroM 6-Tu micauis nicns
3aTBEpPOKEHHS
100.| KAPOICEUB® | Tabnetku, BKpUTI AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHMX MaTepianis: 3MiHu | Tuny - a3miHn  |Ne 30 — 6e3 UA/14585/01/02
NniBKOBOO woao 6e3neku/edeKTUBHOCTI Ta hapmakoHarnsgy - OHOBIEHHS! peuenma,
oboroHkoto, 75 Mr TEKCTY MapKyBaHHS YNaKoBKW NiKapCbKOro 3acoby 3 BHECEHHSAM Ne 50 — 3a
no 10 Tabnetok y iHcpopMalii LLoao 3a3HauYeHHs1 OAMHULL BUMIpIOBaHHS ¥ cucteMi Sl. | peyenmom
6nictepi; no 3 abo 5 BHeceHHs 3miH go po3ainy «MapkyBaHHs» MKA J13;
GnictepiB y navui 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepakeHOoro TekcTy
MapKyBaHHs. BBegeHHs 3MiH NpoTaroM 6-Tu micauis nicns
3aTBEpPAKEHHS!
101.| KA®PETIH TabneTkn, BKpUTI AJIKANOIOQ ALl | Pecny6nik AJTKANOIO AL Pecny6bnika BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | TMny - 3MiHK 3a UA/9711/01/01




35 [TponoBxeHnHs momarka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Kona® NniBKOBOO Ckon'e a MisHivHa Ckon'e MiBHIYHa wopno 6esnekun/edekTUBHOCTI Ta hbapmakoHarnsgy. 3miHa y KOpoTkin | peuernmom

obonoHkoto, no 10 MakenoHis MakenoHis XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta

TabneTok y 6nictepi; iHCTPYKLUIii 4N MEeAMYHOro 3aCToCyBaHHS Ha NniAcTaBi perynsipHo

no 1 Gnictepy B OHOBIOBAHOrO 3BiTYy 3 6e3nekun nikapcbkoro 3acoby, abo

navui KapTOHHIN JocrimkeHb 3 6e3nekn 3acToCyBaHHS fikapcbkoro 3acoby B

nicnspeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKK 3BITY 3
AoCniMKeHb, NPOBEAEHMX BiANOBIAHO A0 NnaHy negiatpudHmx
pocnimkeHrs (PIP) (3MiHy y3roaxeHo 3 KOMNETEHTHUM
YNOBHOBaXEHUM OpPraHoMm) - 3MiHW BHECEHO A0 IHCTpyKUii Ans
MeaMYHOro 3acToCyBaHHsI NikapCcbkoro 3acoby Ao po3ainis
"OcobnueocTi 3actocyBaHHA", "MobiyvHi peakuii” woao 6esnekn
3aCTOCYBaHHsI ilo4MX pevyoBUH, BiAnoBiaHo Ao pekomeHaauin PRAC

102, KETOP3 po3uunH ang iH'ekuin, | Acnipo ®apma IHAisA Acnipo ®apma IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/18182/01/01
30 mr/Mnno 1 mny NimiTeq Jlimiten wono 6esnekun/edekTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenmom
dnakoHi; no 5 abo TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
no 10 cnakoHis B iHcpopmalii Loao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
Kopooui TepmiH BBEAEHHSA 3MiH NpoTArom 6 micsAuUiB Nicnsa 3aTBEpAXKEHHS
103.| KETOPOJIAK- | po34yuH Oons iH ekuin, TOB HB® YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3miHn 3a UA/17057/01/01
MIKPOXIM 30 mr/mn, no 1 mn B "MIKPOXIM" akuioHepHe wopno 6esnekn/edekTMBHOCTI Ta chapmakoHarnsgy (iHWi 3MiHK) - peuenmom
amnyni; no 5 amnyn TOBapuCTBO 3MiHM BHECEHI B TEKCT MapKyBaHHS Ha BTOPWHHIN ynakoBLi y n. 5
y kaceri; no 2 "Nekxim-Xapkis", "ClMOCOB TA WNAX BBEAEHHA" wopo cnocoby BBeAeHHS,
KaceTun y nayui 3 YkpaiHa BHYTPILLHbOBEHHO/BHYTPILLHEOM'SI30BO; B TEKCTi MapKyBaHHSA Ha
KapToHY (BignoBigansHWi nepBuHHiIn ynakosdi n.1 "HA3BA NIKAPCbKOIO 3ACOBY" noaaHo
3a BUpOBHULTBO Has3BY AitoY0i pe4oBrHU. BBeaeHHs 3MiH NpoTArom 6-tn micsauis
Ta nicns 3aTBepAXKEHHS.
KOHTPOMNb/BUNPO

6yBaHHs cepii,
He BKIoYaoun
BUMNYCK cepii);
TosapucTBo 3
oBMexeHolo
BignoBiganbHiCcT
to HaykoBo-
BMPOGHMYa
dipma
"MIKPOXIM",
YkpaiHa
(BignoBiganbHWi
3a BUPOBHULTBO
Ta
KOHTPOSL/BUNPO
6yBaHHs cepii,
BKITHOYaK0UM
BMNYCK cepii)

104, KNCEHb rasnmo1n,2n,3n, TOB "CekTtop YkpaiHa TOB "CekTop YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux mMaTtepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/11945/01/01
MEONYHUN 4n,5n,6n,7n,8 asy" [asy" skocTi. A®l. Bupo6GHMUTBO. 3MiHa BUPOOHMKA BUXIAHOrO/MPOMIDKHOIO | peuyenmom
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
rA3onofibH | n,9n,10n,12n, NpoayKTy/peareHTy, O BUKOPUCTOBYIOTLCS Y BUPOOHMYOMY NpoLieci
nn 40 n y ctanesux AdI, abo 3miHa BUpobHUKa (BKMoYaroun, e HeobxiaHo, Micue
GanoHax Ta 3 npoBefeHHs KoHTponto sikocTi) ADI (3a BiacyTHOCTI cepTudikaTa
rasudikatopis BiAMNOBIAHOCTI €Bponencukin dapmakonei y 3aTBepAKeHOMY AOCHE)
KpioreHHnx - BBEEHHs1 foAaTKkoBOro BUpo6Huka AP| KuceHb MeamyuHui pigkui
MAT "Ninge Mas Ykpaina", YkpaiHa, agpeca Micusi npoBagKeHHs
AisnbHocTi: [loHelbka obnactb, Map’iHCbKMi paiioH, MicTo
Kypaxose, npom3soHa Ne 70, noBiTpsiHO-po3nofinbya ycTaHoBKa.
3anponoHoBaHo: BAT «[iBaeHTexras», YkpaiHa BAT «XapkiBCcbkuii
aBTOreHHu 3aBoay, YkpaiHa KT «TOB «3anopisbkuii aBTOreHHuin
3aBoa» i Komnanisi», YkpaiHa MAT «JliHae a3 YkpaiHa», YkpaiHa
105, KWCEHb rasy cranesux MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHiX maTepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/6447/01/01
MEONYHUNA 6anoHax o6'emom aKuioHepHe aKujioHepHe akocTi. A®l. BupobHuuTBO. 3MiHa BUpoBHUKa BUXiAHOrO/MPOMIDKHOMO | peyenmom
I'I-}30I'IOL1IEH no 2 n, abo no 5 n, TOBapUCTO TOBapUCTBO npoayKkTy/peareHTy, L0 BUKOPUCTOBYIOTLCA Y BUPOBHMYOMY Npoueci
um abo no 10 n, abo no "NiHge a3 "NiHpe a3 A®I, abo 3miHa BUpobHuKa (BKntoYaroun, e HeobxigHo, Micue
40 n YkpaiHa" YkpaiHa" npoBeaeHHs KOHTponto sKocTi) ADI (3a BiacyTHOCTI cepTudikaTta
BiQNOBIQHOCTI €BponeWchkin chapmakonei y 3aTBepaKEeHOMY
[0CbE)(3anponoHOBaHWI BUPOOHWK HanexuTb Ao Tiei camoi
BMPOGHWYOI rpynu NiANPUEMCTB, WO 11 3aTBEPXKEHWN) - BBEAEHHS
noaartkoBoro BupobHuka APl Kucenb megmunui pigkuii MAT "Ninge
["a3 YkpaiHa", agpeca Micua NnpoBagXeHHs OisinbHOCTI: YKpaiHa,
50005, OHinponeTpoBcbka obnactb, M. Kpuewui Pir, Byn.
KpviBopixcTani, 6yanHok 130; 3anponoHoBaHo: NMpusaTtHe
akuioHepHe ToBapucTeo "fiHge Ma3 YkpaiHa", YkpaiHa, 85612,
LoHeupbka obnactb, Map'iHCbkuin panoH, micTo Kypaxose, npoM3oHa
Ne70 MpueaTHe akuioHepHe ToBapucTso "fNinae Ma3 Ykpaina",
Ykpaina, 50005, [HinponeTpoBcbka obnactb, M. Kpusuii Pir, Byn.
KpvBopixcTani, 6yauHok 130
106.| KMAPUTPOMI | tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3aMiHu | Tuny - 3miHK 3a UA/0279/01/01
LUH- 0bornoHkoto, no 250 "®apmaueBTu "®PapmaLeBTUYH wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy - OHOBIEHHS peuenmom
OAPHUUA Mr no 7 Tabnetok y YHa dipma a cipma TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
KOHTYpPHIn "OapHuus" "OapHuus” iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
YapyHKOBIN BHeceHHs 3MiH Ao po3sgainy “MapkyBaHHa” MKA J13. 3anponoHoBaHo:
ynakoBLji; no 2 MAPKYBAHHA. BignosiaHo Ao 3aTBepAXeHOro TEKCTY MapKyBaHHS.
KOHTYPHi YapyHKOBI TepMmiH BBEOEHHS 3MiH: MPOTArOM 6 MicALIB 3 AaTU 3aTBEPAKEHHS
yMaKoBKM B nayui
107.| KNAPUTPOMI | Tabnetku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHK 3a UA/0279/01/02
LUNH- ob6onoHkoto, no 500 "®apmaueBTn "dapmaneBTUYH oo 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy - OHOBIIEHHS peuenmom
OAPHMUA Mr, no 7 TabneTtok y YHa chipma a cipma TEKCTY MapKyBaHHS ynakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
KOHTYpPHIn "OapHuus” "OapHuus” iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
YapyHKOBIW BHeceHHs 3miH Ao po3sginy “MapkyBaHHa” MKA J13. 3anponoHoBaHo:
ynakoBLi; no 2 MAPKYBAHHA. BignoBiaHO A0 3aTBEPAKEHOro TEKCTY MapKyBaHHSI.
KOHTYPHi YapyHKOBI TepmiH BBeQEHHS 3MiH: NPOTArOM 6 MicAUIB 3 AaTU 3aTBEPAXKEHHS
yNakoBKM B nayLli
108, KNAPUTPOMI | nopoluok M.BioTek Benuka IMMAKY IHAis BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | TUny - 3MiHK 3a UA/17409/01/01
UWH-MB niogpinizoBaHWn ans NimiTen BpuTtaHis NANSCANEHC wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsay - OHOBINEHHS peuenmom
NpUroTyBaHHsA M3 NPAMBIT TEKCTY MapKyBaHHs YNaKoOBKM NiKapCbKoro 3acoby 3 BHECEHHAM
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Haszea

®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
po34nHy ans TIMITEQ iHcpopmalUii LLoAo 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
iHdy3in no 500 wr, BBeaeHHs 3MiH NpoTArom 6-Tu MicAUiB Nicnsi 3aTBEPOAKEHHS
no 1 dnakoHy 3
MOPOLLKOM B MavLi 3
KapToHY
109.| KNAYOIEKC Tabnetku no 100 mr MpAT YkpaiHa FAJNIEHIKYM IcnaHis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3miHK 3a UA/18418/01/01
no 28 Tabnetok y "®apmaneBTn XEJC, C.J1., wono 6esnekun/edeKkTUBHOCTI Ta hbapmakoHarnsgy. BeegeHHs abo | peuenmom
6nictepi; no 1 abo YHa hipma IcnaHia 3MiHM [0 y3aranbHEHUX AaHnX Npo cuctemy papmakoHarnsgy
no 2 6nictepu B "NapHunus" (koHTpOnb (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chbapmMakoHarnsgy,
navui AKocTi (cpisnko- 3MiHa ynoBHOBaXeHOi 0cobu, BiAnoBiaanbHOi 3a 34iINCHEHHS
XimMmivHe dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asgBHUKa
TecTyBaHHs1) Ta AN 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKWo BOHa BiAMiHHA
BUNYyCK cepii); BiJ, YNOBHOBaXXeHOI 0cO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
K. YPIAY | dapmakoHarnsaay (BKOYar4n KOHTaKTHI AaHi) Ta/abo 3miHn y
KOMMAHbA, po3MmilLieHHi macTep-haina cuctemm papmakoHarnsay) - amiHa
C.A,, Icnania YMOBHOBAXEHOI 0COOM 3asBHMKA, BiANOBIAANbHOI 3a
(noBHMI LMKN dapmakoHarmsa.
BUpOGHMUTBA MponoHosaHa pepakuis: Typok B'ayecnas B'ayecnasosuy
roToBOro
nikapcbkoro
3acoby,
KOHTpOmb Ta
BUNYCK cepii)
110.| KNALMA B.B. | nopotiok ABGOTT HimeyumH Oendapm CeH PpaHuis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3aMiHu | Tuny - 3miHK 3a UA/2920/02/01
niocpinizoBaHun ans Jlabopartopis a Pewmi wono 6esneku/edhekTBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom
NPUroTyBaHHS M6X 3MiHW 00 y3aranbHeHWX AaHuX Npo cuctemy dapmakoHarnsgy
pO34uHy ans (BBEOEHHS y3aranbHeHVX AaHWUX Npo cucTeMy chapMakoHarnsay,
iHdy3in no 500 wr, 3MiHa yNOBHOBaXXEHOT 0COOU, BiANOBIAaNbHOI 3a 3AiINCHEHHS
no 1 dpnakoHy y hapmakoHarnsigy; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
KapTOHHiI kopobui ONs 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKLWOo BOHa BigMiHHa
BiJ, YNOBHOBaXXeHOT 0CO0U, BiANOBiganbHoI 3a 34iMCHEHHS
dapmakoHarnsay (BKoYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHI MacTep-haina cuctemm papmakoHarnsay) - amiHa
YMOBHOBAXEHOI 0COOM 3asiBHMKA, BiANOBIAANbHOI 3a
cbapmakoHarnsg,.
MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD / Tomac
HiccnavH, DVM, PhD. 3miHa KOHTaKTHMX AA@HWX YNOBHOBaXXEHOT
ocobu 3asBHUKA, BiANOBIganbHOI 3a hapMakoHarnsag
111.| KNOAN®EH PO34UH ANs iH eKuin, yorng Type4uunH Medap Inay TypeuunHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3MmiHu | Tuny - 3miHK 3a UA/16930/01/01
25 mr/Mnno 3 mny MEONUNH a Can. A.LL. wono 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsay. 3MiHW y KOPOTKi | peyenmom
amnynax, no 5 ITAY CAH. BE XapaKkTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
amnyn y KOHTYpHIn TIODK. A.LL.

YapyHKOBIN
ynakosui; 1
KOHTYpHa YapyHKoBa
ynakoBka B
KapTOHHI kopobui

IHCTPYKLUii ANs MeAMYHOro 3aCTOCYBaHHS
reHepnYHMX/ribpnaHux/6ionofibHMx nikapcbkmx 3acobiB nicns
BHECEHHS Ti€i caMoi 3MiHW Ha pedpepeHTHUI npenapaT (3MiHa He
noTpebye HaflaHHS XXOAHUX HOBMX AOAATKOBUX AaHMX) - 3MiHU
BHECEHI [0 iHCTPYKLIi ANs MeAMYHOro 3aCTOCYBaHHS JiKapCbKOro
3acoby y po3ainu: "®apmakonoriyHi BnactueocTi",
"MpoTunokasaHHs", "B3aemogis 3 iHLWIMMK nikapcbkumm 3acobamu Ta
iHWi Buam B3aemogin", "OcobnmBocTi 3acToCcyBaHHSA",
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"8acTocyBaHHs y nepiog BariTHOCTi abo roaysaHHs rpyaato”, "Cnoci6
3actocyBaHHs Ta go3un", "MepenosyBarHs", "MobiuHi peakuii”,
"HecymicHicTb" BignosigHo Ao iHdopMmalii woao MeanyHoro
3acTocyBaHHs pedepeHTHoro nikapcbkoro 3acoby (BOJIbTAPEH®,
PO34nH Ans iH exuin, 25 mr/mn). BBeaeHHs 3MiH npoTsarom 3-x
MicauiB Micnsa 3aTBepAXEHHSA
112| KPEOH® Kancynu Teepgi 3 ABGOTT HimeyumH ABGOTT Himeuunna BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3MiHK bes UA/9842/01/01
10000 racTpope3nCTEHTHU JlabopaTopis a JlabopaTtopis oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeeaeHHs abo peuenma
MU rpaHynamu no MmM6X m6X 3MiHM [0 y3aranbHEHUX AaHnx Npo cuctemy apmakoHarnsgy
150 wr; no 20 abo (BBEAEHHS y3aranbHEHUX AaHUX MPO cUcTemy dapmakoHarnsaay,
50, abo 100 kancyn 3MiHa YNoBHOBaXeHOi 0cobu, BiANoBiAanbHOI 3a 3A4iMCHEHHS
y cbrakoHi; no 1 hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
hbnakoHy B Ans 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHA BigMiHHA
KapTOHHIN kopobLyj; BiJ, YNOBHOBaXXeHOI 0cobW, BiANOBiganbHoI 3a 34iMCHEHHS
no 10 kancyn y dapmakoHarnsgy (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
6nicTtepi; no 1 abo 2, pO3MiLLieHHI MacTep-hanna cuctemm papmakoHarnsagy) - amiHa
abo 3 Gnictepu B YMOBHOBAXEHOI 0COOM 3asABHMKA, BiANOBIAANbHOI 3a
KapTOHHiI kopooLi cbapmakoHarnag,.
MponoHoBaHa peaakuisa: Thomas Nisslein, DVM, PhD / Tomac
HiccnavH, DVM, PhD. 3miHa KOHTaKTHMX OA@HWX YNOBHOBaXXEHOT
ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmakoHarnsg
113.| KPEOH® Kancynu TBepai 3 ABGoTT HimeyvumH ABGOTT Himeuunna BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn bes UA/9842/01/02
25000 racTpope3nCcTeHTHU Jlabopatopis a IlabopaTopia wono 6esnekun/edekTnBHOCTI Ta pbapmakoHarnsay. BeegeHHs abo peuenma
MU rpaHynamu no M6X m6X 3MiHM [0 y3aranbHEeHUX AaHnx Npo cuctemy papmakoHarnsgy
300 wr; no 20 abo (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnsgy,
50, abo 100 kancyn 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3a4iNCHEHHS
y cbnakoHi; no 1 hapmakoHarnsigy; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
hbnakoHy B ANs 34iMCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA
KapTOHHiIl kopobuyj; Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
no 10 kancyn y dapmakoHarnsay (BKIOYarym KOHTaKTHI AaHi) Ta/abo 3miHu y
6nicTepi; no 2 pO3MilLieHHI MmacTep-hanna cuctemm papmakoHarnsaay) - amiHa
Gnictepu B yNoBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
KapTOHHiI kopobui apmakoHarnsg.
MponoHoBaHa pepakuis: Thomas Nisslein, DVM, PhD / Tomac
Hiccnann, DVM, PhD. 3MiHa KOHTaKTHUX A@HNX YNOBHOBaXeHOI
ocobu 3asiBHUKaA, BiANOBIAanbHOI 3a hapmakoHarnsag
114.| KPEOH® Kancynu TBepgi 3 ABGOTT HimeuunH AGGOTT HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | TMny - 3MiHK be3 UA/9842/01/03
40000 racTpope3nCcTeHTHU JlabopaTtopis a JlabopaTopis wono 6esnekun/edekTnBHOCTI Ta hbapmakoHarnsay. BeegeHHs abo peuenma
MU rpaHynamu no M6X vm6X 3MiHM [0 y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy

400 wmr; no 20 abo
50, abo 100 kancyn
y chnakoHi; no 1
hnakoHy B
KapTOHHiIl kopobuyj;
no 10 kancyn y

(BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemy chapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3AiINCHEHHS
hapmakoHarnsigy; KOHTakTHoi ocobu 3 hapmakoHarnsgy 3asiBHUKa
0N 30iMCHEHHA chapmakoHarnsay B YKpaiHi, KLU0 BOHa BigMiHHA
Bi ynoBHOBakeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKN0Yar4m KOHTaKTHI gaHi) Ta/abo 3miHu y
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepi; no 2 PO3MiLLieHHI MacTep-banna cuctemm papmakoHarnsay) - amiHa
6nictepu B YNOBHOBaXeHOi 0cobu 3asiBHKKa, BiANOBiAANbHOI 3a
KapTOHHiI kopooLi (bapmakoHarnag,.
MponoHoBaHa peaakuisa: Thomas Nisslein, DVM, PhD / Tomac
HiccnsanH, DVM, PhD. 3miHa KOHTaKTHMX AaHWUX YNOBHOBaXXEHOI
ocobu 3asBHWKa, BiANOBifanbHOI 3a hapmakoHarnsg
115, KPEOH®YUK | racTpopesncTeHTHi ABGOTT HimeyumH ABGOTT Himeuunna BHECEHHS 3MiH [0 peecTpauiiHMX maTepianis: 3MiHu | Tuny - 3MiHK bes UA/15046/01/01
rpaHynu, no 60,12 JlabopaTopis a JlabopaTtopis oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. BeeaeHHs abo peuenma
mr/100 mr; no 20 r meX m6X 3MiHW 0 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
rpaHyn y CKNsHin (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsay,
nnsawuyi; no 1 3MiHa yNOBHOBaXXEHOT 0CO0W, BiANOBIAaNbHOI 3a 3AiINCHEHHS
NNSAWLi 3 MipHOO hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa
TOXKOI Y KAPTOHHIW ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA
Kopooui Bifl yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iNCHEHHS
apmakoHarnsgy (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MiLLieHHI MacTep-hanna cuctemm papmakoHarnsagy) - amiHa
YNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a
cbapmakoHarnag,.
MponoHoBaHa pepaakuis: Thomas Nisslein, DVM, PhD / Tomac
HiccnanH, DVM, PhD. 3miHa KOHTaKTHUX AA@HMX YNOBHOBaXEHOT
ocobu 3asiBHMKA, BignoBiaanbHOI 3a hapmMakoHarnsg
116, KPOMUBU nmctano 50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK bes UA/2127/01/01
NINCTA naykax 3 BHyTpiwHiM | ®apmaueBTny dapmaueBTUYHa wopao 6e3neku/edekTMBHOCTI Ta dhapmakoHarnagy - 3MiHn BHeceHi B | peuyenma
naketom; no 1,5ry Ha ¢pabpuka dabpuka TEKCT MapKyBaHHS1 yNnakoBKw nikapcbkoro 3acoby (n.17) woao
dinbTp-nakeTi; No "Biona" "Biona" HaHeCeHHS TOProBOi Mapku
20 cinbTp-NakeTiB y
navuj
117 KPoORy nnogn no 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3mMiHu | TUny - 3MiHK bes UA/2257/01/01
NAXy4yoro navkax 3 BHyTpiwWHiM | ®apmaueBTuy dapmaueBTNYHa wopao 6e3neku/edeKkTMBHOCTI Ta dhapmakoHarnagy - 3MiHn BHeceHi B | peyenma
nnoau nakeTom; no 3ry Ha ¢pabpuka dabpuka TEKCT MapKyBaHHS YNakoBOK Nikapcbkoro 3acoby (n.17) wopo
dinbTp-nakeTi; No "Biona" "Biona" HaHeCeHHS TOProBoi Mapku
20 cinbTp-NakeTiB y
navuj
118, KCANOMNTUK | kpanni o4yHi, po3unH, | dapmaueBtuy MonbLa TaexyH ®APM. Kopes/ BHECEHHS 3MiH O peecTpauiiHix maTepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/13411/01/01
KOMBI no 2,5 mn y conakoHi HWI 3aBOf Ko. Ilta, Kopes MonbLwa akocTi. A®l. BupobHuuTtso. 3miHa po3mipy cepii (Bkmoyaoum peuernmom
3 kpanenbHuueto; no | "MONbOAPM (BUpPOBHMLTBO pianasoHun) ADI abo NpomixkHOro NPOAYKTY, SIKUIA 3aCTOCOBYETLCS Y
1 abo no 3 dpnakoHm A" C.A. M3, nepBuHHE npoueci BUpo6HuuTBa AP (36inbweHHs o 10 pasiB NOpiBHSAHO i3

3 KpanerbHuLeto B
KapTOHHI kopobui

Ta BTOPUHHE
nakyBaHHs1,
KOHTPONb
SIKOCTi);
dapmaueBTU4HU
1 3aBOf,
"Monbdapma"
C.A,, MonbLua
(BTOPUHHE
nakyBaHHs,

3aTBEpPOKEHUM PO3MipoM) - 36inbLUeHHs po3mipy cepii AdI
TatanonpocT Big 100 r go 300 r
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

KOHTPOIb AKOCTI
M3 Ta Bunyck
cepii)

119,

KCEHIKAN®

kancynu no 120 wr,
no 21 kancyniy
6nictepi; no 1, 2 abo
4 6nictepu B
KapTOHHIN ynakoBLi

YEMNADAPM
ApuHanmiTTen
b MM6X

Himeuumn
a

Henbdapm
Minawno, C.P.J1,,
ITanis
(BnNpobyBaHHs
KOHTPOIO
SIKOCTI);
Henbdapm
MinaHo, C.P.J1.,
ITanis
(B1poBHMLTBO
HeposdacoBaHo
i npoaykuii);
Henbdapm
MinaHo, C.P.J1.,
ITanis
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs1);
®.XobdpmaHH-
Ia Pouw J11a,
LLisenuapis
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs1);
YEMNADPAPM
ApuHanmiTTens
MEX,
HimeyunHa
(Bunyck cepii)

ITanis/
LLIseniLapis/
HimevuunHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsgy - BHECEHHS 3MiH
o po3sginy «MapkyBaHHsi» MKA J13:
3anponoHoBaHo: MapkyBaHHS. 3rigHO 3aTBEPAXEHOrO TEKCTY
MapKyBaHHSA. OHOBMEHHS TEKCTY MapKyBaHHS YNaKOBKM MiKapCbKoro
3acoby 3 BHECEHHAM iH(bopMaLii LLoAo 3a3Ha4YeHHA OANHULIb
BMMIiptOBaHHS y cuctemi Sl

3a
peuernmom

UA/10540/01/01

120.

KYBAH®

TabneTkn po3vmHHi
no 100 mr; no 30
abo no 120
TabneTok y
nonieTuneHoBomMy
nakoHi; no 1

dnakoHy y
KapTOHHiIl kopobuyi

BioMapwuH
IHTEepHeLLHN
NimiTen

Ipnangis

BioMapuH
IHTEepHeLHN
Nimiten,
Ipnangis
(BignoBigansHui
3a BUMNYCK cepii);
BioMapuH
IHTEepHeLLHN
Nimiten,
Ipnangia
(mapkyBaHHs
cnakoHiB Ta
BTOPWHHE
nakyBaHHs);
Ekcenna MmoX
eHp Ko. KT,
HimeyunHa

Ipnangis/
Himeyuunna

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
BUIyYEHHS MOCUNAHHSI HA METOZ KiNIbKiICHOrO BU3HAYEHHs!
(dbnyopecueHuis) 3rigHo USP 3i cneumdikauii pubodnasiHy;
3MiHu | TNy - 3miHM B npoueci BupobHuuTtea Adl, wob 3abesneunTn
OHOBMeHHA po3giny 3.2.S.2.2 ans GinbLl TOYHOro onucy
BUPOBHMYOro npoLiecy Ta 06nagHaHHs, WO BUKOPUCTOBYETLCS Ha
ainbHuUi Dotticocon, sika 6yna 3apeecTpoBaHa B 2016 poui; 3miHu |
TMNy - 3MiHKU B npoueci BupobHuutea AdI, wob 3abesneunTn
OHOBREHHS po3ainy 3.2.S.2.2 ana 6inbLU TOYHOro onucy
BUPOGHMYOro npoLecy Ta 0bnagHaHHs, Lo BUKOPUCTOBYETHCS Ha
ainbHuui Dotticon, sika 6yna 3apeectpoBaHa B 2016 poui. 3miHa y
napameTpax cneuudikauii Ha Aitovy pevyoBUHY, O BUTOTOBNSETHCA
Ha gdinbHuui Rohner, 3 MeTo BUYyYEHHS 3aCTapinoro nokasHuka
sKkocTi Ana OM® Ta y3rofkeHHs oro 3 YMHHO crieundikadieto APl
anbTepHaTMBHOI AinbHULi Dotticon (BunyyeHHs n. Demethyformide);
3MiHM | TUNY - BUNy4YeHHs BUpoBHUYoi ginbHuLi Exova Inc., 9240
Santa Fe, Springs Road, Santa Fe Springs, CA 90670, CLUA, sk

3a
peuenmom

UA/12202/01/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
(BUPOBHMLTBO AinbHWUI, BignoBigansHoi 3a BUNPoByBaHHS KOHTPOIO SIKOCTi Aitoyoi
HeposdacoBaHo PEeYoBWHY; 3MiHK | TUNY - HE3HaYHa 3MiHa B NpoLeci BUpOGHMLTBA
i npogykuji, A®I, a came 36inbLueHHst TemnepaTypu 3 3-8 °C go 3-15 °C npwu
nepBuHHE [oAaBaHHi NepoKkcuay BOAHIO ANs BUAANEHHS
nakyBaHHs1 y deHinrigpasoHoBaHOro parmeHTa Ta oTpMMaHHi cnonyku 8 ( Buxia,
cnakoHu Ta YMCTOTAa Ta KinbKiCHE BU3HAYEHHS BULL, KON A0AAaBaHHSA
KOHTPOIb AKOCTI BiAbyBaeTbCs Npm BinbLL BUCOKIN TemnepaTypi); 3MiHu | Tuny -
nikapckoro BUITyYEHHS HE3HAYHOro napameTpy cneuundikauii «Baxki meTanuy» 3i
3acoby); Ilabop crneungikaii APl
J1C CE eHg Ko.
KI, HimeuunHa
(koHTpOnb
AKOCTI
nikapcbkoro
3acoby
(mikpobHe
TECTYBaHHs));
MinnmayHT
Xenckeap J14,
Ipnangis
(mMapkyBaHHS
¢rakoHiB Ta
BTOPWHHE
nakyBaHHs1);
CI'C Inctutyt
dpeseHiyc
v6X,
HimeyunHa
(koHTpOnb
AKOCTI
nikapcbkoro
3acoby
(mikpobHe
TECTyBaHHS))

121 KYKYPYA3U CTOBMYMKM i3 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK bes UA/2477/01/01
CTOBMYUKUN | npuitmoykamum no 30 | dapmaueBTuy dapmaueBTNYHa wopao 6e3neku/edeKkTMBHOCTI Ta dhapmakoHarnagy - 3MiHn BHeceHi B | peyenma
3 ry nadkax 3 Ha ¢pabpuka cabpuka TEKCT MapKyBaHHS1 YMakoBKW fikapcbKkoro 3acoby (n.17) woao
MPUAMOYKA | BHyTPILIHIM "Biona" "Biona" HaHeCeHHs TOProBOi Mapku
MU naketom; no 1,5ry

GinbTp-nakeTi; No
20 inbTp-nakeTiB y
navuj
122.| KYTEPH TabneTtkn, BKpUTI ACTPA3EHEK LBeuis AcTtpa3eHeka LLseuis/ BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3a UA/17484/01/01
NNiBKOBOO A Ab AB, Weeuisa Himeyuunna/ afgMiHicTpaTMBHI 3MiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu micua | peuenmom
obornoHkot, 5 mMr/10 (nepBuHHE Ta CLUA/ nNpoBafXXeHHs AisinbHOCTI BUPOOHMKa (BKIoYakoun, 3a HeobXigHOCTi,
mr; no 14 TabneTok BTOPUHHE Benwuka MicLie NpoBedeHHS KOHTPOTIO SIKOCTi), abo BnacHuka macTtep-danna
y bricTepi, no 2 nakyBaHHs, Bputanis Ha A®I, abo noctayanbHuka Ad®l/BuxigHoOro
6nictepu y KOHTPOIb SKOCTI, maTepiany/peareHTy/NnpoMiXXHOrO NPOAYKTY, LLO 3aCTOCOBYIOTHCS Y
KapTOHHIN kopobui BUMNYCK cepii); BUPOGHMUTBI AP (SKLLO 3a3HaYeHO y AOChE Ha Nikapcbkuii 3acib) 3a
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AcTtpa3eHeka BiACYTHOCTI cepTudikaTa BignoBigHOCTI €Bponencokin hapmakonei y
MGX, 3aTBEpPAKEHOMY A0Cbe, abo BUPOBOHMKa HOBOT OMOMIKHOI PEHOBMHM
HimevunHa (AKLWO 3a3HaYeHO Y AOCkE) - 3MiHa HaiMeHYBaHHS nocTavarnbH1Ka
(nepBuHHe Ta BMXiZHOTO MaTepiany, Lo 3aCTOCOBYETLCS Y BUPOOHULTBI ADI
BTOPUHHE cakcarninTuH. 3anponoHosaHo: Patheon Austria GmbH & Co. KG;
nakyBaHHs, 3MiHn | Tuny - 3MiHm 3 skocTi. A®l. BupobHuuTBO. 3MiHM
BUMYCK cepil); BMNpobyBaHb abo foNyCTUMUX MEX Y npoueci BUpobHuuTea AdI,
AcTtpa3eHeka LLIO BCTAHOBMEHI y cneundikaLisx (4ogaBaHHsS HOBOro
dapmacbioTmkan BMNPOOYBaHHS Ta AOMYCTUMUX MEX) - BBEAEHHS anbTepHaTUBHOI
c Jif, CWA meToaukn BunpobysaHHs Fourier transform infrared (FTIR) ans
(BMPOBHWMK in iaeHTudiKauii kpucTaniyHoi opmMu Aio4OT PEHOBUHN CaKcarminTuHy
bulk, nepsuHHe
nakyBaHHs1,
KOHTPOnb
SIKOCTI);
AcTtpa3eHeka
IOK Nimiten,
Benuka
Bputanis
(nepBuHHe Ta
BTOPVHHE
nakyBaHHs1,
BUNYCK cepii)
123.| NEBOAAP PO34uH NS iHdy3in, AAP ®APMA Cnony4yeH €Bponaind IHgis BHECEHHS 3MiH 10 peecTpaliliHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/16259/01/01
B/B 500 mr/100 mn no nTa e XenTkeap lBT. wono 6esnekun/edeKTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenmom
100 mny Koponisct Iro. TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKoro 3acoby BiAnoBiaHO A0
KOHTelHepi; no 1 BO BuMor Hakady MOS3 Ykpainu Big 23.07.2015 p. Ne460 3 BHECEHHAM
KOHTEeWHepy y nnisLi iHcpopmaLii Loao 3a3Ha4YeHHA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
B KOpoO6ui BHeceHHs 3MmiH o posginy MKA: MAPKYBAHHA MponoHoBaHa
pefakuis: 3rigHo 3aTBepAXKEeHOro TEKCTY MapKyBaHHs. BBeaeHHs
3MiH NPOTArom 6-Tu MiCSILB MiCNsi 3aTBEPOKEHHSA
124.| NEBOMAK TabneTku, BKpUTI Makneopac IHpia Makneoac IHAis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/8637/01/01
NniBkOBOIO dapmacbioTmK dapmacbioTmkan oo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - BHECEHHS 3MiH | peuernmom
obornoHkoto, no 250 anc Jliviteq c Nimiteq o po3sginy «MapkysaHHs» MKA 13:

Mmr, no 5 TabneTok y
6nicTepi, no 1 abo
no 2 6nictepu B
KapTOHHIl ynakoBLi;
no 5 tabneTtok y
6nictepi, no 4
onictepu, 3'egHaHnX
Mix coboto, no 5
6nictepis, 3'egHaHMX
MiX coboto B
ynakosui; no 10
TabneTtok y bnicrepi;
no 10 6nicTepis B

3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepakeHoro TekcTy
MapkyBaHHS. OHOBMEHHS TEKCTY MapKyBaHHS YNaKoBKM fikapCbKOro
3acoby 3 BHECEHHAM iHchopMalLlii LWoAo 3a3HavYeHHS OAMHMLB
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs 3amiH npoTtsarom 6-tu micauis
nicnsa 3aTBepaXXeHHS




43 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHIN ynakoBLji
125. NEBOMAK TabneTkn, BKpUTI Makneoac IHpis Makneoac IHAis BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/8637/01/02
NMiBKOBOO PapmacboThk dapmacbioTukan wono 6esnekn/edeKTVBHOCTI Ta papmakoHarnsay - BHECEHHA 3MiH | peuernmom
obonoHkoto, no 500 anc Jliviteg c Nimiteq Ao po3sginy «MapkysaHHs» MKA J13:
mr, no 5 TabneTtok y 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaXeHoro TekcTy
6nictepi, no 1 abo MapKyBaHHSA. OHOBMEHHS TEKCTY MapKyBaHHS YNaKOBKM MiKapCbKOro
no 2 6bnictepu B 3acoby 3 BHeCEHHsAM iHchopMaLii LoAo 3a3HavYeHHs OAMHULb
KapTOHHIN ynakoBLi; BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTtsrom 6-tu micsuis
no 5 tabnetok y nicnsa 3aTBepmXeHHs
6nictepi, no 4
onictepwn, 3'egHaHnX
M coboto, no 5
6nictepis, 3'egHaHMX
M coboto B
ynakosui; no 10
TabneTtok y bnicrepi;
no 10 6nicTepis B
KapTOHHIN ynakoBLji
126, NEBOMAK TabneTkn, BKpUTI Makneoac IHAisA Makneoac IHAaisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/15561/01/01
750 NNiBKOBOO dapmackoTrk dapmacbioTukan wono 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsgy - OHOBIEHHS peuenmom:
obornoHkoto, no 750 anc Jlimiteq c Ilimiteq TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHAM Ne 10
mr, no 10 TabneTok iHcpopmalii LWoao 3a3Ha4YeHHA OAMHULL BUMIPIOBaHHS Y cuctemi Sl. (10x1);
y bnicTepi, no 1 BHeceHHs 3MiH o po3sginy «MapkyBaHHs» MKA N3: minbKu 0ns
6nictepy B 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepakeHOoro TeKCTy 3acmocysa
KapTOHHIN ynakoBLi; MapKyBaHHs. TepmiH BBeAEHHS 3MiH MPOTSAroM 6 Micauis micns HHA 8
no 10 Tabnetok y 3aTBEpPAKEHHS ymosax
6nictepi, no 10 cmauioHapy
onictepiB y :Ne 100
KapTOHHIN ynakoBLi (10x10)
127.| NETPAM KOHLIeHTpaT Ans Acnipo ®apma IHAis Acnipo ®apma IHAgis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/17233/01/01
po34ynHy Ans Nimiteq Nimiten oo 6e3snekn/edeKTMBHOCTI Ta hapmakoHarnsgy - OHOBIIEHHS peuenmom
iHcpy3in, 100 mr/mn TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKOro 3acoby 3 BHECEHHAM
no 5 mn (500 mr) y iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
dnakoHi, no 1 abo BHeceHHs 3MiH fo po3giny «MapkyBaHHa» MKA N3:
no 10 cnakoHiB y 3anponoHoBaHo: MAPKVPOBKA. B cooTBeTCTBUM C yTBEPXKAEHHBLIM
kopooui TEKCTOM MapKUpPOBKU. TepMiH BBEAEHHS 3MiH NPOTAroM 6 micsauis
nicns 3aTBepaKeHHs
128.| NOPATAOUH | tabnetkm no 0,01, MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHK - UA/4058/01/01
in bulk: no 5000 akuioHepHe akuioHepHe oo 6e3nekn/echekTMBHOCTI Ta papMaKkoHarnsiay - OHOBIEHHSI BXe
TabneTok y TOBapuUCTBO TOBapuCTBO 3aTBepOKeHOro TekcTy MmapkyBaHHs in bulk: no 5000 TabneTok y
KOHTerHepax "Nekxim- "Nekxim-Xapkis" KOHTeVHepax NnacTMacoBMX 3 KPULLKOK 3 KOTPOSieM MnepLuoro
nnacTMacoBux 3 Xapkis" PO3KPUTTS (BHECEHHS NO3HAYEHb OAMHULE BUMIPIOBaHHS, 3
KPULLIKOIO 3 BVKOPVCTaHHSIM TiTep NaTUHCLKOro andasiTy, Towo). BHeceHHs

KOHTpOIeM nepLIoro
PO3KPUTTS

3MiH Jo po3ainy “MapkyBaHHs” MKA J13:
B3anponoHosaHo: MAPKYBAHHA BignosigHo oo 3atBepakeHoro
TekcTy mapkyBaHHa. MAPKYBAHHSA. BignosigHo 0o 3aTBepa)KeHoro
TEKCTY MapKyBaHHS, Lo AoAaeTbes. OHOBNEHHS TEKCTY MapKyBaHHSI
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
yNakoBKM MikapCbKoro 3acoby 3 BHECEHHAM iHdhopMalLlii Woao
3a3Ha4YeHHsa OAVHULL BUMIpOBaHHA Y cuctemi Sl. TepmiH BBeAEeHHSA
- NpoTaroM 3 MicauiB nicnsa 3aTBepAXEeHHs!
129 NOPATAAWH | tabnetkn no 0,01r MpuBatHe YkpaiHa MpusatHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK bes UA/4033/01/01
no 10 TabneTok y aKuioHepHe akujioHepHe wopno 6esnekn/echeKTUBHOCTI Ta bapmakoHarnsay - OHOBMEHHS BXe | peyenma —
6nictepi; no 1 abo 2 TOBapWCTBO TOBapWCTBO 3aTBEPAKEHOro TEKCTY MapKyBaHHA. BHeceHHs 3miH o posgainy Ne 10, Ne
6nictepu B nayuij 3 "JTekxim- "ekxim-Xapkis" “MapkyBaHHa” MKA J13: 3anponoHosaHo: MAPKYBAHHA 20; ona
kapToHy; no 10 Xapkis" BignoBsigHo fo 3aTBepAXXeHOro TekCTy MapKyBaHHS. OHOBMEHHS cmaujoHapi
TabneTok y 6nicTepi, TEKCTY MapKyBaHHS yMakoBKW NikapCbKoro 3acoby 3 BHECEHHAM 8 — Ne 500,
no 50 a6o 100 iHcpopmalii Loao 3a3Ha4YeHHA OAMHULL BUMIPIOBaHHS Y cuctemi Sl. Ne 1000
6nicTepiB y navuj 3 TepMmiH BBEAEHHS - NPpOTArom 3 MiCALIB MICNSA 3aTBEPKEHHS
KapTOHY
130.| NOCMUPUH® | TabneTku, BKPUTI TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3aMiHu | Tuny - 3miHu 3 bes UA/9202/01/01
KULLIKOBOPO34YUHHOIO DAPM" PAPM" sKoCTi. [0TOBMI Nnikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro peuenma

obornoHkoto, no 75
mr no 10 TabneTok y
cTpvni; no 3 abo no
10 cTpunis y
KapTOHHIN ynakoBLi;
no 30 Tabnetok y
cTpuni; no 1 abo 4
CTPVNU B KAPTOHHIN
ynakoBLji

3acoby. 3miHa y meTofax BUNpobyBaHHS roTOBOro NikapcbKoro
3acoby (iHwWwi 3MiHW y MeTodax BUNpobyBaHb (BKMOYao4m 3amiHy
ab0o JONOBHEHHS)): CynyTHSA 3MiHa
- 3MiHM 3 sikocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTporb rotToBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUnNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (iHLwi 3MiHK) - 3MiHK [0 cneumndikaLii Ta MeToAiB
BuNpobyBaHHs 13 3a nokasHukamu: |. «Po3unHeHHsa». CTagis
po34MHeHHs |l -3aMiHeHO cepeoBuULLE ANSA PO3YUHEHHS, a came:
BBEAEHO 3MiaHnin docdaTtHuin 6ydepHnin po3unH pH 6,8, axkun
TaKOX BMKOPUCTOBYETHLCS MPW NPUroTyBaHHi BUNpo6oBYBaHOro Ta
CTaHOapTHOro po34YunHIB Ta BHeceHa iHpopmalis Wwoao
NpUroTyBaHHs 3MiaHoro cocgartHoro 6ycdepHoro posunHy pH 6,8.
1. Ockinbku Ans nokasHuky «Po3nagaHHs» BUKOPUCTOBYETLCS Te
came cepefoBuLLEe AN1A PO3YNMHEHHS, WO | ANng TecTy "Po34nHeHHs",
SIK Hacnigok, 6yno BHeCeHO HaCTYMHi 3MiHu: - 3MiHEHO cepeaoBuULLEe
[Ons po34MHEHHs TabneTok, a came: BBeAEHO 3MillaHunii pocdaTHmmn
6ydepHuit posunH pH 6,8. - BHeceHi 3MiHM cTunicTU4HOrO
Xapakrepy.
3aTBepoKeHi KpuUTepii NPUNHATHOCTI ANst NokasHukiB "Po3nagaHHs"
Ta Po3unHeHHs" 3anuwatoTbest 6€3 3MiH; 3MiHM | Tuny - 3MiHK 3
sKoCTi. [oTOBMI Nnikapcbkuii 3aci6. KOHTponb rotoBoro nikapcbkoro
3acoby. 3miHa y MeTofax BUNpobyBaHHSA roTOBOro MikapCbKoro
3acoby (He3HayHa 3MiHa y 3aTBEPXXEHUX MeToaax BUNpobyBaHHS):
CynyTHSA 3MiHa - 3MiHKM 3 aKOCTi. [0TOBMIA Nikapcbkui 3acio.
KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y metoaax
BMNPOBYBaHHS roTOBOro nikapcbkoro 3acoby (HeaHavyHa 3MiHa y
3aTBep4KeHVX MeTofax BUnpobyBaHHs) - 3MiHM 0 cneuudikauii Ta
meTopais BunpobysaHHs 113 3a nokasHukamu: |. «KinbkicHe
BMU3HaYEHHS» - BHECeHa iHhopMaLlisi LWoao HeobxiaHOCTI BiakuaaHHS
nepwmx 5 mn inbTpaTy nig Yac NpuUroTyBaHHs BUNPO6oByBaHOrO
PO34MHY Ta BHECeHa iHdopmaLis B yMOBM XpomaTorpadpyBaHHs
Logo vacy xpomatorpadysaHHs; Il. «Kucnota caniuunosa» -
BHeceHa iHhopMauist Woa0 HEOOXIAHOCTI BiAKMAAHHS NepLuimnx 5 mn
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
inbTpaTy Nif Yac NPUroTyBaHHsi BUNPOOGOBYBAHOIO PO34MHY Ta
iHdpopmaLis LWoao yMOB XpomaTorpadpyBaHHs Ta Yacy
XpomarorpadyBaHHs
131, MABTEPA® po3uunH ang iH'ekuin, | ®.XoddmaHH- |LLsenuapis ®.XobdpmaHH- LLisenuapis BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/14231/01/01
1400 mr/11,7 mn; no Jla Pow Jlta Ia Pow ITA, 3MiHu | Tuny - 3miHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom
11,7 mn y donakoHi; LLiseriapis dapmakoHarnsagy (iHWi 3MiHW) - OHOBINEHHSI TEKCTY MapKyBaHHS
no 1 dnakoHy y (BnNpobyBaHHs yNakoBOK fikapCbKoro 3acoby; BHeCeHHs iHchopMalii woao
KapTOHHiI kopooLi KOHTpPOIto 3a3Ha4YeHHs OOVHULL BUMIPIOBaHHS Y cuctemi S| Ha nepBUHHY
SIKOCTI); ynakoBKy nikapcbkoro 3acoby. BeegeHHsi 3amiH npoTtsrom 6-u
®.XobdpmaHH- MiCSALIB MIiCNA 3aTBEPAKEHHS
Ia Pouw J11A,
LLisenuapis
(B1poBHMLTBO
HeposdacoBaHo
T npoayKuii,
nepBUHHE Ta
BTOPWHHE
nakyBaHHs,
BMNPOOyBaHHS
KOHTpPOIo
SIKOCTI, BUNYCK
cepii)
132.| MATHE-B6® TabneTku, BKPUTI TOB "CaHoi- YkpaiHa CaHodi BiHTpon ®paHuis/ BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3miHu | Tuny - 3miHn be3 UA/4130/01/01
AHTUCTPEC NNiBKOBOO ABeHTIC IHpacTpia, YropuuHa wono 6e3nekn/echekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo peuenma
obornoHkoto, Ne 60 YkpaiHa" PpaHuis; 3MiHM O y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
(15x4): no 15 XIHOIH 3asog (BBEOEHHS y3aranbHeHVX AaHWUX Npo cucTeMy chapMakoHarnsay,
TabneTok y 6nictepi; dapmaueBTU4HU 3MiHa ynoBHOBaXeHOi 0cobu, BianoBiganbHOI 3a 3a4iCHEHHS
no 4 6nictepu B x Ta XimMiyHnx apmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
KapTOHHiI kopobui MpoaykTis ONns 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKLWo BOHa BigMiHHa
MpawsiT Ko. Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
Iro. dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
MignpuemcTso 2 po3milLleHHI MacTep-aina cuctemu papmakoHarnsgy) - 3miHa
(nignpuemcTeo yNOBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHoi 3a
Bepeliegpxas), dapmakoHarmsa,.
YropwuHa Hitoywa pepakuis: KniwmH AHTOH Mukonanosud. lNMponoHoBaHa
pepakuis: Xogakiscbka TeTaHa BayecnasiBHa. 3MiHa KOHTaKTHUX
[aHMX YNOBHOBaXXeHOI 0cobu 3asiBHUKA, BiANOBiAanbHOI 3a
chapmakoHarnsg.
133.| MATEPUHKW | tpaBano50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [10 peecTpaLiliHix maTepianis: 3MmiHu | Tuny - 3miHK 6e3 UA/2358/01/01
TPABA nayvkax 3 BHyTpiwHiM | ®apmaueBTny dapmaveBTUYHa woao 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay - 3MiHM BHeCeHi B | peuyernma
naketom; no 1,5ry Ha chabpuka abpuka TEKCT MapKyBaHHS1 YNakoBOK fnikapcbkoro 3acoby (n.17) wono
dinbTp-nakeTi; No "Biona" "Biona" HaHEeCEeHHs1 TOProBoi Mapkun
20 inbTp-nakeTiB y
navuj
134.| ME3AKAP® cycneH3sisi oparbHa, TOB YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/9832/03/01
100 mr/5 mn no 100 "Mendapm PAPM" OHOBMEHHS BXE 3aTBEPAXXEHUX METOZAIB KOHTPOMIO SKOCTI peuyenmom
My donakoHi; no 1 nTg" nikapcbkoro 3acoby, a caMe BUKNAAEHHSI TEKCTY JAEepXXaBHOK MOBOH
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakoHy 3 MipHUM 3riAHO Cy4acHUX BUMOT; 3MiHu | TUnNy - BHECEHHS 3MiH [0 po3ainy
CTaKaH4MKoM Yy «YmoBW 36epiraHHs» BHacnigok rapMoHisauii indpopmauii 8 MKA N3
KapTOHHiI kopooLi Ta TeKCTi MapKyBaHHs: 3anponoHoBaHo: YMOBW 36EPITAHHA
36epiratn npu Temnepatypi He BuLe 25 °C. MMicns nepLuoro
BiOKpUTTA dorakoHa npenapat 36epirati He BinbLue 4 TKHIB.
BBefeHHs 3MiH NpOTArom 6-Tu MicsiLiB Micnsi 3aTBEPOKEHHS;
3MiHW | TUMY - OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW NikapCbKOro
3acoby 3 BHECEHHSIM iHcpopMalLlii LLoAo 3a3HaYeHHS OAMHULb
BMMIiplOBaHHs y cuctemi Sl. BHeceHHs 3MiH go po3sainy
«MapkyBaHHsa»: 3anponoHoBaHo: MapkyBaHHs 3rigHo i3
3aTBEPKEHNM TEKCTOM MapKyBaHHSA. BBeAeHHS 3MiH npoTarom 6-Tu
MicALiB Nicnsa 3aTBEPAXEHHSA
135, METOTPEKC | po3uuH Ans iH'ekuin, EBEBE ABcTpis EBEBE ®apma AscTpis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/0513/02/01
AT "EBEBE" 10 mr/mn no 1 mn dapma ec.m.6.X. Hopr. HimeyunHa wono 6esnekun/edhekTUBHOCTI Ta hapMakoHarnsay - BHECEHHS 3MiH | peyenmom
(10 mr), mo 5 mn (50 lec.m.6.X. KI" (noBHWIA Lmkn o po3sginy «MapkyBaHHs» MKA J13
Mr) y donakoHi; no 1 Hdpr.KI" BMpOGHMLTBA); B3anponoHoBaHo: MapkyBaHHS 3rigHO 3aTBEPOXEHOro TEKCTY
hnakoHy y Ila6op J1+C AT, MapKyBaHHs. OHOBMEHHSA TEKCTY MapKyBaHHS YNakoBKU MikapCbKoro
KapTOHHIN ynakoBLi; Himeuyunna 3acoby 3 BHECEHHSAM iHcpopMalLii LWoao 3a3HavYeHHs OaMHMLb
no 0,75 mn (7,5 wr), (TecTyBaHHs); BMMIiptoBaHHS y cuctemi Sl. BBegeHHs amiH npotsarom 6-tu micauis
no 1 mn (10 mr), no M nicnsa 3aTBepAXEHHs!
1,5 mn (15 mr), no 2 Mikpob6ionoriwe
mn (20 mr) y ¢ MNprocbnabop
nornepegHLo 'M6X , ABcTpis
3anoBHEHOMY (TecTyBaHHs)
winpwui; no 1
hnakoHy B
KapTOHHiIl kopobuy;
no 1 abo no 5
nonepeaHLO
3anoBHEHUX
LwnpuuiB y
KapTOHHiIN kopobui
pasom 3i
CTEPUIIBHOIO
iH’EKLIIIHOIO rONKO
Ta cepBeTKamu
136., MINICTAH MOPOLLIOK AN Mini Xenckepe Benuka IkcEnb IHAis BHECEHHS 3MiH 0 peecTpauiiHiX maTepianis: 3miHu |l Tuny - bes UA/2368/01/01
FAPﬂ‘-IVII?I oparnbHOro PO34nHy Nimiten BputaHisa JTabopaTopiec BeleHHs1 JOAATKOBOro BUPOBHUKa Ailo40i peqoBUNHN dheHipamiHy peuenma
YAU 3I no 6 r y naketukax MeT. JiTa. maneaty Supriya Life Science Limited, IHais; 3minwm I TMny —
CMAKOM Ne 10 BeAleHHs [OAATKOBOro BUPOBHUKa A1ito40i pevoBUHN deHinedpuHy
JIMMOHA rigpoxnopuay Malladi Drugs & Pharmaceutical Limited, IHais
137.| MIOJIOKAPL PO34UH ANS iH eKUin TOB YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/15151/01/01
100 mr/mn, no 5 mn "®APMACE" akKujioHepHe oo 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuernmom
B aMnyni CKNsHin, no TOBapuCTBO TEKCTY MapKyBaHHS YNaKkoBKYM NikapCcbkoro 3acoby BiAnoBiaHO A0

5 amnyn y 6nictepi;
no 2 6nictepu B
navui 3 KApTOHY

"Nekxim-Xapkis"

BuMor Hakady MOS3 Ykpainu Big 23.07.2015 p. Ne460 3 BHECEHHAM
iHbopMaLii Woao 3a3HavYeHHs OAUHMLL BUMIPIOBAHHS Y cucTemi Sl.
BHeceHHsi amiH o po3giny MKA: MAPKYBAHHA. NponoHoBaHa
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n/
n 3acoby

JliKapcbKo20

(nikapcbka ¢ghopma,
ynakoeka)

3asieHUKa

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

138.

MOHTEJYKA

TabneTku XyBarnbHi

TeBa

pepakuis: MAPKYBAHHA 3rigHo 3aTBEpmKeHOro TekcTy
MapKyBaHHS. BBegeHHs1 3MiH npoTsirom 3-x micsAuiB nicns
3aTBEpPOKEHHS

139,

CT-TEBA

MOHTEINYKA

no 4 wmr, no7
TabneTok y 6nictepi,
no 4 Gnictepu B

KapTOHHiIN kopooLi

TabneTku XyBarbHi

dapmaLeBTika
n IHgacTpis
ITa.

TeBa

I13painb

I13paine

TOB TeBa
OnepenwHs
MNonaHg

TOB TeBa

MNonbwa

BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny -
NnoJaHHs OHOBIEHOro cepTudpikata BignoBiAHOCTI €BponeinchbKin
dapmakonei Ne R1-CEP 2011-131-Rev 00 (process —| CYTAM) ans
aitoyoi pedoBnHu Montelukast sodium Big BXe 3aTBepaKEHOroO
Bupo6bHmnka TEVA PHARMACEUTICAL INDUSTRIES LTD, sk
Hacnigok 3miHa B p. 3.2.S.2.1; 3miHuM | Tuny - nogaHHsi OHOBIIEHOTO
cepTtudpikaTa BignosigHocTi €Bponenckkin hapmakonei Ne R1-CEP
2011-131-Rev 01(process —| CYTAM) ans Aito4oi peyoBuHn
Montelukast sodium Big, Bxe 3aTBepAxeHoro BUpobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD, sik Hacnigok Buny4YeHHs 3i
cneundikadii APl KOHTPonb 3a NokasHMKoM "Baxki meTanu"; 3aMiHm |
TUMY - NOAAHHSI HOBOTO cepTudikaTa BiANoBIAHOCTI €BponeinchbKii
dapmakonei Ne RO-CEP 2017-131-Rev 01 (process —Il CYTA) ans
nitoyoi pedoBnHu Montelukast sodium Big BXe 3aTBepaKEHOro
Bupo6bHmnka TEVA PHARMACEUTICAL INDUSTRIES LTD;
3MiHM | TUNY - BUNyYeHHSA nokasHuka « Tapped density» 3i
crneundikadii Ha A®I Big BupobHuka 113; 3miHm | TUNy - BBEAEHHS
nepiofy NoBTOpHOro BMUNpobyBaHHsa 36 micauiB ons gitoyoi
peyoBuHK Montelukast sodium (Lo Bupobnsetbcs TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3rigHo npouecy Il CYTA)

3a
peuernmom

UA/12439/01/01

140.

CT-TEBA

MYKANTUH®

no5wmr,no7
TabneTok y 6nictepi,
no 4 6nictepu B
KapTOHHIN kopobui

MOPOLUOK

dapmaleBTika
n IlHpacTpi3
NnTo.

OnepenwH3
MNonaHp

MNonblia

BHECEHHS 3MiH 40 peecTpauiiHux matepianis: 3miHu | Tuny -
NoAaHHs OHOBMEHOro cepTudikara BiANOBIAHOCTI EBPONENCHKIN
dapmakonei Ne R1-CEP 2011-131-Rev 00 (process —| CYTAM) ans
aitovoi pevoBuHu Montelukast sodium Big BXe 3aTBepa)KeHOro
BupobHuka TEVA PHARMACEUTICAL INDUSTRIES LTD, sk
Hacnigok 3miHa B p. 3.2.S.2.1; 3miHu | Tuny - nogaHHsi OHOBMNEHOTO
cepTudcikaTa BignosigHocTi €Bponelickkini papmakonei Ne R1-CEP
2011-131-Rev 01(process —| CYTAM) ans fito4oi peyoBuHn
Montelukast sodium Big Bxe 3aTBepaxeHoro BupobHuka TEVA
PHARMACEUTICAL INDUSTRIES LTD, sik Hacnigok BUNyYeHHs 3i
cneundikaii APl KOHTponb 3a NokasHWkom "Baxki meTanu"; 3minm |
TUMY - NOAAHHS HOBOTO cepTudikaTa BiANOBIAHOCTI €BpONenCchKii
dapmakonei Ne RO-CEP 2017-131-Rev 01 (process —Il CYTA) ans
nitoyoi pevosuHn Montelukast sodium Big Bxe 3aTBEpAXEHOrO
BupobHrka TEVA PHARMACEUTICAL INDUSTRIES LTD;
3MiHuM | TUNY - BUNyYeHHs nokasHuka « Tapped density» 3i
cneuudikauii Ha A®| Big BupobHwuka MM3; 3miHM | TUNY - BBEAEHHSA
nepiofy NoBTOPHOro BMNpobyBaHHsA 36 MicauiB Ans gjtoyoi
peyoBuHK Montelukast sodium (Lo Bupobnserbcss TEVA
PHARMACEUTICAL INDUSTRIES LTD. 3rigHo npouecy || CYTA)

3a
peuenmom

UA/12439/01/02

(cybeTaHuis) y
nakeTtax

nonieTuneHoBmx

NAT
"Manuudapm"”

YkpaiHa

NAT
"Tanuudapm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3MiHu | Tuny - 3MiHK 3
skocTi. A®l. BupobHuuTBo. 3miHM B npoueci BupobHuutea AdI

(He3HayHa 3MmiHa y npoueci BupobHuytea Adl) -

BHECEHHS 3MiH o po3ainy 3.2.S.2. Mpouec BupobHuutea Adl,

UA/10042/01/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Ans BMpobHuuTBa 30KpeMa: BUKINAaAEHHS TEKCTY KOPOTKOrO OMUCY TEXHOMOTYHOIO
HecTepunbHUX npouecy Ta TeXHoOnNoriyHoi cxemun BupobHuuTBa APl B HOBIN
nikapcbkux doopm peaakuii. TexHonoriyHui npouec, ctagii Ta onepadii BUpobHULTBa
3anULWMINCh HE3MIHHUMU
141 M'ATU nuctano 50ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3miHu | Tuny - 3miHn bes UA/2261/01/01
NEPLUEBOI nayvkax 3 BHyTpiwHiM | ®apmaueBTny dapmaveBTUYHa wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - 3MiHM BHeCeHi B | peuyernma
NNCcTA naketom; no 1,5ry Ha chabpuka abpuka TEKCT MapKyBaHHS1 yNakoBOK fikapcbkoro 3acoby (n.17) wono
inbTp-nakeTi; No "Biona" "Biona" HaHEeCEHHs1 TOProBOi MapKku
20 inbTp-nakeTiB y
nayui
142| HATPIO rpaHynu MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLliiHiX MaTepianis: 3aMiHu | Tuny - 3miHn 3a UA/10531/01/01
AMIHOCAJIIL, | KMLKOBOPO34YUHHI "TexHonor" "TexHonor" wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - 3MiHM BHECEHI B | peyernmom
UNAT 0,8r/1rno100ry TEKCT MapKyBaHHS YNaKkoBKW NikapCbKkoro 3acoby LLoAo 3a3HavYeHHs
nakeTi; no 1 nakety oaMHULbL BUMIpIOBaHHS y cuctemi Sl. BBegeHHs 3miH npoTsarom 6-tu
pasom i3 4o3yro4num MicAaUiB Micna 3aTBEPAXEHHSA
NPUCTPOEM Y
KOHTENHEPI
143.| HATPIO pO34uH Ans iHdy3in MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3 3a UA/10413/01/01
BIKAPBOHAT | 4 %, no 100 mn a6o akuioHepHe akuioHepHe sKocTi. [oToBMI nikapcbknii 3aci6. 3miHn y BUpobHMUTBI. 3MiHa peuenmom
no 200 mn, abo no TOBapUCTBO TOBapUCTBO po3mipy cepii (Bkntoyatouu gianasoH po3mipy cepii) roToBoro
400 mn y nnsiwkax "IHcpy3ia” "lHcpy3ia” nikapcbkoro 3acoby (36inbweHHs o 10 pasiB NOpiBHSAHO i3
3aTBEpPAKEHVM pO3MipOM) - BBEAEHHS A40AaTKOBOro po3Mipy cepii
roToBOro nikapcbkoro 3acoby. 3anponoHosaHo: 500,0 n; 2000,0 n
(100 mn — 19723 nnswok; 200 mn - 9925 nnswok; 400 mn — 4961
NISLLOK)
144 HA®TUOEPU | po3uuH HaLKipHWUiA MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3amiHu | Tuny - 3miHK be3 UA/16382/01/01
n 1% no 10 mny "TexHonor" "TexHonor" wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay - 3MiHM BHECEHI B | peuenma
dnakoHi, no 1 TEKCT MapKyBaHHS YNaKkoBKW NikapCbkoro 3acoby LLoAo 3a3HavyeHHs
dnakoHy y nauui 3 oaMHULb BUMIipIOBaHHS y cuctemi Sl. BBeeHHs1 3MiH npoTarom 6-Tu
KapToHy MicSLIB MiCnsA 3aTBEPAKEHHS
145 HA®TUOEPWU | po34ynH HalKipHUiA MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3amMiHu | Tuny - 3miHu 3 bes UA/16382/01/01
n 1% no 10 mny "TexHonor" "TexHonor" AkocTi. FoToBMIA Nikapcbkuii 3acib. 3MiHK y BUpoOHULTBI. 3MiHa peuenma
dnakoHi, no 1 po3mipy cepii (BKrtoYaoum giana3oH po3mipy cepii) roToBoro
nakoHy y navui 3 nikapcbkoro 3acoby (36inbweHHsA Ao 10 pasiB NOpiBHAHO i3
KapTOHY 3aTBEpOKEHVMM PO3MipOM) - BBEAEHHS 10AATKOBOro po3Mipy cepii
48,00 kr (50,0 n) (Big 4 750 go 5 000 ynakoBoOK). 3anpornoHoBaHo:
4,80 kr (5,0 n) (Big 310 po 505 ynakosok); 48,00 kr (50,0 ) (Big 4
750 po 5 000 ynakoBoOK)
146, HEUPOKCOH | Tabnetku, BKpUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH IO peecTpaLiiHMX MaTepianis: 3MiHu |l Tuny - 3miHu 3 3a UA/13305/01/01
® NniBKOBOO "KviBmegnpen "KviBmegnpenap skocTi. A®l. BupobHuuTBO. 3MiHa BUpobHUKa BUXiAHOrO/NPOMIDKHOTO | peyenmom
obornoHkoto, no 500 apat" ar" NpoaykTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y BUPOBHMYOMY NpoLieci

mr no 10 TabneTok y
6nictepi; no 2 abo
no 3 Gnictepu B
navuj 3 KapToHy

A®I, abo 3miHa BUpoGHUKa (BKNOYatoun, Ae HeobxigHo, MicLe
npoBefeHHs KOHTponto skocTi) ADI (3a BiacyTHOCTI cepTudikaTa
BignoBigHOCTI EBponenchkii hapmakonei y 3aTBepaKEHOMY
[ocbke)(BBeAEHHA HOBOro BUpobHMKa A®| 3 HagaHHAM macTep-
danna Ha ADI) - BBeeHHSA foaaTkoBoro BupobHvka AdI
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Lintukoniny HaTtpito Kaiping Genuine Biochemicals Pharmaceutical
Co., Ltd., China 3 HagaHHam mancTep-cariny Ha API.
B3anponoHoBaHo: «Kyowa Hakko Bio Co., LTD.», AnoHis «Kaiping
Genuine Biochemicals Pharmaceutical Co., Ltd.», Kutan
147| HEO®EH TabneTkn, BKpUTI Benyno, niku Xopsaris Benyno, niku Ta Xopsarisi BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3miHu | Tuny - bes UA/14740/01/01
BENYMNO NNiBKOBOO Ta KOCMEeTUKa, KOCMEeTUKa, A.A4. nofaHHs oHoBneHoro ceptudikata CEP R1-CEP 2000-087-Rev 03 | peuenma
®OPTE obornoHkoto, no 400 a.a. ans A®l ibynpodeH, Name of holder: BASF SE, Germany (paHiwe
mr; no 10 TabneTok Name of holder — BASF Corporation, Germany) Big yxe
y bnicTtepi; no 1 3aTBepakeHoro BupobHuka BASF corporation, USA.
6nictepy y 3anponoHosaHo: CEP (R1-CEP 2000-087-Rev 03); 3miHu | Tuny -
KapTOHHIN nayui 3MiHu 3 sKoCTi. [oTOBUMIA Nikapcbkui 3acib. KoHTponb roToBoro
nikapcbkoro 3acoby. 3miHa y meTogax BUnNpobyBaHHSA roToBOro
nikapcbkoro 3acoby (He3HayHa 3MiHa y 3aTBEPAXXEHUX MeToAax
BUNPoOYyBaHHS) - He3Ha4YHa 3MiHa y 3aTBepaxeHomy MeTodi BEPX
AN BU3HAYEHHS JOMILLIOK
148.| HIMEOAP rpaHynu ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/15433/01/01
oparnbHOI cycneHsii, "®apmaueBTu "dapmaLeBTUYH wono 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
100 mr/2rno2r YHa hipma a cipma TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHSM
rpaHyn B "OapHuus" "NapHnus” iHcpopmalUii LLoao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
04HOO030BOMY BHeceHHs 3MiH Ao po3sginy “MapkyBaHHa” MKA J13. 3anponoHoBaHo:
naketi; no 9 abo no MAPKYBAHHA BignosigHo 0o 3aTBepAXeHOro TEKCTY MapKyBaHHS.
15, abo no 30 TepmiH BBEAEHHSA 3MiH NpOTArom 6 micsAUiB Nicnsa 3aTBEPAXKEHHS
nakeTiB y kopoobui
149.| HIMECYNIQ Tabnetkn no 0,1, MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHix maTepianis: 3miHu | Tuny - 3a UA/6540/01/01
no 10 TabneTok y akuioHepHe akuioHepHe nofaHHsi OHOBIEHOTO cepTudikata BiAnNoBiAHOCTI EBpONECHKiIl peuenmom
6nictepi; no 1 abo 3 TOBapUCTBO TOBapUCTBO dapmakonei Ne R1-CEP 2002-046-Rev 06 ons gito4oi peqyoBuHu
Gnictepu y navui 3 "Nekxim- "Nekxim-Xapkis" Nimesulide Big Bxe 3aTBEpaeHoro BupobHuka Aarti Drugs Limited,
KapTOHY Xapkis" SIK Hacnigok 3miHa agpecu BupobHuka APl 3aTeepmkeHo: Plot. No.

Ne-198, M.I1.D.C., Tarapur, Boisar, Tal. Palghar, Dist THANE
Maharashtra, India Qinsinka Ne N-198, M.1.0.C., Tapanyp, Boiicap,
Tan. Nanrap, p-H TaHe, MarapawwTpa, |Hgis 3anponoHosaHo: Plot.

No. N-198, M.I.D.C., Tal. Palghar, District Thane, India -401 506
Tarapur, Maharashtra [insHka Ne N-198, M.1.0.C., Tan. Nanrap, p-H
TaHe, IHAia-401 506 Tapanyp, MarapaiuTpa. -3MiHu B p.
«YnakoBKa»: 3anpornoHOBaHO: B MOABINHUX NakeTax 3 nonieTuneHy,
sKi BMiLLLEHi y nonieTuneHosmin abo ¢ibposuin 6apabaH. Ha 6apabaH
HaKnewwTb eTukeTKy. MNprBeaeHHs meToaukn koHTponto APl 3a
NMOKa3HUKOM «3anuLLKOBI KifTlbKOCTi OpPraHiYHUX PO34YMHHUKIBY Y
BignoBigHicTb fo BuMor CEP; amiHu | Tuny - 3miHuM 3 sikocTi.
CeptudikaT BignosiaHocTi/l E-cepTudikaT BignoBigHOCTI

€Bponewicbkin dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeobXiaHICTI0 NpuBeAeHHs y BiANoBigHICTbL 4o MoHorpadii AdPY abo
€Bponelicbkoi hapmakonei, abo iHWoi HauioHanbHOI hapmakonei
aepxasu €C (3miHa y cneumndikauisx, nos'a3aHa 3i 3amiHamu B J®Y,

abo €sponeiicbkint hapmakonei, abo iHLWiN HauioHanbHin
dapmakonei aepxasu €C): cynyTHsi 3MiHa - 3MiHW 3 SKOCTI.
CepTudikat BignosigHocTi/ E-cepTudikaTt BignoBigHoCTi
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

€sponewicbkin apmakonei/moHorpadii. 3miHW, nos'a3aHi 3
HeobXigHICTIO NPMBEAEHHS Y BiANOBIAHICTL A0 MoHorpadii APY abo
€Bponencbkoi hapmakonei, abo iHLWOoi HauioHanbHOi dapmakonei
Aepxasu €C (iHwWi 3mMiHW) - NpuBeaeHHsA cneuudikauii Ta meToais
koHTpomto A®I y BignosigHicTb Ao BUMOr MoHorpadii EP, 3okpema
BUITyYEeHHS MOKa3HUKa «Badkki meTanmy, Ta npuBeAeHHA METOANKN
3a nokasHukom «CynpoBigHi AOMiLKM» A0 BUMOr MoHorpadii EP

150.

HIMECYNIA

Tabnetkn no 0,1, in
bulk: no 3000
Tabnetok y
KOHTEeVHepax

MNpuBaTHe
aKuioHepHe
TOBapuUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MNpuBaTHe
aKkuioHepHe
TOBapuCTBO

"ekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauiiHux maTtepianis: 3miHu | Tuny -
NnoJaHHs OHOBIEHOro cepTudpikata BignoBiAHOCTI €BponeinchbKin
dapmakonei Ne R1-CEP 2002-046-Rev 06 ons Aito4oi pevyoBuHu

Nimesulide Big Bxe 3aTBepaxeHoro BupobHuka Aarti Drugs Limited,
SIK Hacnigok amiHa agpecu BupobHuka APl 3ateepaxeHo: Plot. No.
Ne-198, M.I1.D.C., Tarapur, Boisar, Tal. Palghar, Dist THANE
Maharashtra, India JinsHka Ne N-198, M.1.O0.C., Tapanyp, Boicap,
Tan. Manrap, p-H TaHe, MarapawuTpa, IHais 3anponoHosaHo: Plot.
No. N-198, M.1.D.C., Tal. Palghar, District Thane, India -401 506
Tarapur, Maharashtra dinsHka Ne N-198, M.1.0.C., Tan. Manrap, p-H
TaHe, IHaia-401 506 Tapanyp, MarapawuTpa. -3MiHU B p.
«YnakoBKa»: 3anpornoHOBaHO: B MOABINHUX NakeTax 3 NonieTuneHy,
SKi BMiLLeHi y nonietuneHoBui abo ¢ibposuin 6apabaH. Ha 6apabaH
HaknewwTb eTUKeTKy. MprBeaeHHs MeToauku kKoHTporto Al 3a
NMOKa3HUKOM «3anuLLKOBI KiflbKOCTi OpPraHiYHUX PO3YMHHUKIBY Y
BignoBigHicTb Ao Bumor CEP; 3miHu | Tuny - 3MiHM 3 sIKOCTI.
CeptudikaT BignosigHocTi/l E-cepTudikaT BignoBigHOCTI
€Bponevicbkin dapmakonei/moHorpadii. 3miHW, NoB'a3aHi 3
HeOoOXiaHICTIO NpuBeaeHHS Yy BignoBigHICTb A0 MoHorpadii PY abo
€Bponelicbkoi hapmakonei, abo iHWoi HauioHanbHOI hapmakonei
Aepxasu €C (3miHa y cneumndikauisx, nos'a3aHa 3i amiHamu B J®Y,
abo €Bponelicbkin hapmakonei, abo iHLWiN HauioHanbHi
dapmakonei gepxasu €C): cynyTHst 3MiHa - 3MiHM 3 AKOCTI.
CepTudikat BignosigHocTi/E-cepTudikaTt BignosigHoCTi
€Bponevicbkin dapmakonei/moHorpadii. 3miHu, nos'a3aHi 3
HeobXiaHICTI0 NpuBeAeHHs Y BiANOBIAHICTb A0 MoHorpadii AdPY abo
€BponencbKoi hapmakonei, abo iHLWOoi HauioHanbHOI hapmakonei
nepxasu €C (iHWi 3MiHK) - npuBeaeHHs cneuudikadii Ta meToais
koHTponto A®I y BignosigHicTb Ao BUMOr moHorpadii EP, 3okpema
BUITyYEHHS NoKasHuka «Baxki meTanuy, Ta npuBeAeHHS METOANKN
3a nokasHvkom «CynpoBigHi JoMilKkn» A0 BUMOr MoHorpadii EP

UA/6541/01/01

151,

HITPOINILE
PUH

TabneTku
cybniHreanbHi no
0,5 mr no 40
TabneTok y
KOHTeWiHepi; no 1
KOHTEeVHepy B nayui
3 KapTOHY

MpAT
"TexHonor"

YkpaiHa

MpAT
"TexHonor"

YkpaiHa

BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHW | TUny - 3MiHK
wono 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay - 3MiHM BHECEHI B
TEKCT MapKyBaHHS YNaKoBKW NikapCbKoro 3acoby LLoAo 3a3HavyeHHst
oavHULbL BUMIiptOBaHHS y cuctemi Sl. BBeaeHHs1 3MiH npoTsrom 6-Tu

MicsILiB Micnsi 3aTBEPOKEHHS

6e3
peuenma

UA/6393/01/01

152,

HI®EAWNIH-
OAPHULSA

TabneTkn, BKPUTI
o6onoHkoto, no 10

MpAT
"®apmaueBTun

YkpaiHa

MpAT
"®apmaLeBTUYH

YkpaiHa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3mMiHn
woao 6esnekun/edeKTMBHOCTI Ta hapmakoHarnsgy - OHOBMEHHS!

3a
peuernmom

UA/4738/02/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mr no 10 Tabnetok y YHa bipma a chipma TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
KOHTYPHIN "NapHuus" "NapHuus” iHcpopmalUii LLoao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
YapyHKOBIW BHeceHHs 3MiH Ao po3sginy “MapkyBaHHs” MKA J13. 3anponoHoBaHo:
ynakosLji; no 5 MAPKYBAHHA BianosigHo A0 3aTBEpAXKEHOro TEKCTY MapKyBaHHS.
KOHTYPHMX BBeaeHHs 3MiH npoTarom 6-Tu MicauiB nicns 3aTBepAXeHHS
YapyHKOBMX
YyNaKkoBOK B NayLli
153/ HOBOMIKC® | cycnieHsis gns A/T Hoso [anis A/T Hoso Danis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu |l Tuny - 3miHn 3a UA/4862/01/01
30 iH'ekuin, 100 OO/mn Hopaick Hopaick, daHis Bpasunis/ BHECEHO A0 |HCTPYKLiT ANs MeanyYHOro 3acTocyBaHHS NiKapCbKoro | peuernmom
®JIEKCMNEH® | no3mny (BVPOBHYMK ANnst PpaHuis 3acoby Ao posginis "Bsaemogis 3 iHWKMMK nikapcbkumy 3acobamu Ta
KapTpuaxi, 36MpaHHs, iHWi BMAN B3aemogin”, "Crocib 3acTocyBaHHsi Ta 4O3W" - OHOBIEHA
BKNageHoMy B MapKyBaHHS Ta iHpbopmaulist 3 6e3nekm LWo[0 3acTOCYBaHHS OQHOYACHO 3
6araTono30Bin yMaKoBKM aroHictamu peuenTopis rntokaroHonoAibHoro nentuay-1 (MMMM-1).
0OHOPa3oBil ®nekclleH®, BBeaeHHs 3MiH npoTarom 6-Tu mMicauiB nicns 3aTBepAXeHHS
Lwnpuy-py4ui; no 1 BTOPUHHOIO

abo 5 wnpuu-pyyok
Y KapTOHHi KOpoobUi

nakyBaHHs); A/T
HoBo Hopgick,
OaHis (BUpoBHMK
HeposdacoBaHo
ro NpoaykTy,
HanoBHEHHS B
MeHdpin®,
nepBuHHA
ynakoBka,
KOHTpPOrb AKOCTI
Ta
BigNoBiganbHUN
3a BUNYCK cepin
KiHLeBOro
npoaykty); AIT
HoBo Hopgick,
OaHis
(MapkyBaHHs Ta
yNaKoBKM
®nekclleH®,
BTOPWHHOIO
nakyBaHHs);
Hoso Hopgick
Mpoaykao
PapmaceyTika
o bpasinb
Jltpa., Bpasunis
(BMPOBHYMK
Hepo3dacoBaHo
T npoaykKuii,
HanoBHEHHSI B
MeHpin®,
nepBuHHA
ynakoBka Ta
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
36MpaHHs,
MapKyBaHHs Ta
ynakoska
dnekcleH®,
BTOPWHHE
nakyBaHHs1);
HoBo Hopaick
[MpoatokcboH
CAC, ®paHuis
(BMPOBHYMK
npoaykuii 3a
NMOBHUM LIMKIIOM)
154 HOPMAKON PO34UH peKTanbHUK, HOP>XXWH ®paHuis HopxuH ®apma PpaHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn bes UA/3635/01/01
KNI3MA no 60 mn abo no CAC woao 6esnekun/edeKTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenma
130 mn y dpnakoHi; TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
no 1 dnakoHy y iHcpopmalii Loao 3a3Ha4YeHHSA OAMHML BUMIPIOBaHHS Y cuctemi Sl.
KapTOHHIN kopobui BHeceHHs 3MmiH o posginy «MapkyBaHHa» MKA 13:
3anpornoHoBaHo: Posain «MapkyBaHHs». 3rigHO 3aTBEpAXEHOro
TEKCTYy MapKyBaHHs1. BBeieHHs 3MiH NpOTArom 6-Tu MicsLiB micns
3aTBEpPOKEHHS
155 HOPMAKC Kpanni OYHi/BYLUHI Inka IHpia AnKoH IHais BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3aMiHu | Tuny - 3miHn 3a UA/4980/01/01
0,3%;nmo5wmny Jlabopartopis MapeHTeparnc (1) woao 6esnekun/edekTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenmom
nnacTMKoOBOMY TNimiTen TimiTeqn TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
dnakoHi- iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
KpanenbHuui abo BBeneHHs 3MiH NpoTArom 6-Tv MicALiB Micnsi 3aTBEPKEHHSA
CKISIHOMY (brakoHi 3
KpanenbHuLeto; no 1
hbnakoHy B
KapTOHHIN nayui
156., OKTAHAT MOPOLLIOK ANst Okradapma ABCTpis Okradapma AB, Lseuis/ BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/15468/01/01
pO34unHy Ans iH'ekuin | PapmaueBTUK LLseuis Himeuunna/ AKOCTi. 3MiHM [0 peecTpaLinHOro NOCBIAYEHHSA BHACMIAOK iHLLNX peuenmom
no 50 MO/mn. a (BUpOBHMLTBO AscTpis/ perynsaTopHux npoueayp. NMM®/BA3® (macTtep-dann Ha
KapToHHa kopobka MpoaykTioHcre 3a NOBHUM DpaHuis nnasmy/3aranbHuii chann Ha BaKUMHHWIA aHTureH). BknoveHHs
Ne1: no 1 dnakoHy 3 c. m.6.X. LMKIIOM, 3a HOBOro, OHOBMEHOro abo 3amMiHeHOro MacTep-anna Ha nnasmy y
NOpPOLLKOM AfS BUKITFOYEHHAM peecTpauiiiHe Jockbe Ha nikapcbkuii 3acib (Npoueaypa 2-ro etany
po34nHy Ans BTOPUHHOT ans NM®) (BkntoYeHHs OHOBNEHOro/3MiHEHOTO MacTep-caiina Ha
iH exuin. yMaKoBKM); nnasmy, siKLLO 3MiHU He BNMBaKTbL HA BNACTUBOCTI FOTOBOMO
KapToHHa kopobka OxkTtadapma nikapcbkoro 3acoby) - OHOBNEHHS MacTep-aiina Ha nnasmy.
Ne2: no 1 dnakoHy 3 Oeccay 'M6X , 3anponoHoBaHo: Plasma Master File Certificate Ne
PO34YMHHMKOM (BOAA HimeuunHa EMEA/H/PMF/000008/05/11/015/G; 3miHun | Tuny - 3MiHM 3 AKOCTI.
Ans iH’ekyin), no 5 (BTOPUHHE 3MiHU [0 peecTpaLiiHOro NocBiAYeHHs BHACNigoK iHLLIMX
mn (250 nakyBaHHs1, perynstopHux npoueayp. NM®/BA3® (macTtep-dann Ha
MO/dnakoH) a6o 10 BidyanbHa nnasmy/3aranbHuii pann Ha BakKUMHHWIA aHTUreH). BknoyeHHs
mn (500 iHcnekuis); HOBOro, OHOBMEHOro abo 3MiHEHOro MacTep-alina Ha nnasmy y
MO/dpnakoH) pasom OxkTtadapma peecTpauiiiHe focke Ha nikapcbkuid 3acib (Npoueaypa 2-ro etany
3 KOMMINEKTOM Ans MpopgykuioHcrec ans NM®) (BkntoyYeHHA OHOBIEHOro/3MiHEHOro MacTep-daiina Ha
PO3YMHEHHS Ta ennwadt nnasmy, sKLWO 3MiHW He BNMBaIOTb Ha BNAacTUBOCTi FOTOBOTO
BHYTPILUHbOBEHHOIO Howvunaxg nikapcbkoro 3acoby) - OHOBNEHHS MacTep-daiina Ha nnasmy.
BBeAeHHA (1 wnpuy M.6.X., 3anponoHoBaHo: Plasma Master File Certificate Ne
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ogHopasosui, 1 Himeuyunna EMEA/H/PMF/000008/05/AU/016/G; 3miHn | Tuny - 3MiHX 3 SIKOCTi.
[OBOCTOPOHHS rorka, (BpPOGHULTBO 3MiHMn [0 peecTpauiiHOro NocBiAYeHHs BHACNiAoK iHLWMX
1 ronka 3 dinbTpom, Kpionpeuinitara) perynsaTopHux npoueayp. NMM®/BA3® (macTtep-dann Ha
1 ronka Ans iH’ekuin, ; Oktadpapma nnasmy/3aranbHuii ann Ha BaKUMHHWUI aHTureH). BkrnoveHHs
2 npocoveHi dapmaueBTUKa HOBOro, OHOBMEHOro abo 3MiHeHOro Mactep-caiina Ha nnasmy y
CNUPTOM TamMoHMW). [MpoaykTioHcrec peecTpauiiHe 4ockbe Ha Nnikapcbkuii 3acib (npoueaypa 2-ro etany
Kopo6ka Ne 1 ta M.6.X, ABcTpis ansa NM®) (BkntoYeHHA OHOBEHOro/3MiHEHOro MacTep-caiina Ha
kopobka Ne 2 (BpPOGHULTBO nnasmy, SKLWO 3MiHW He BNAMBaOTb Ha BNaCTUBOCTI FOTOBOrO
06’eqHYI0TLCA MK 3a NOBHUM nikapcbKkoro 3acoby) - OHOBNEHHS MacTep-dalna Ha nnasmy.
coboto NNacTkoBo LIMKIOM, B3anponoHoBaHo: Plasma Master File Certificate
NNiBKOO. BKITHOYA0UM NeEMEA/H/PMF/000008/05/11/017/G;
BidyarnbHy 3MiHM | TUny - 3MiHK 3 SKOCTi. 3MiHM 40 peecTpauiiHOro NOCBigYEHHS!
iHCMeKujt0); BHAaCNAOK iHWKX perynsaTopHux npoueayp. NM®/BA3® (macTep-
Oxkradapma, dann Ha nnasmy/3aranbHuin ann Ha BaKUMHHWUIA aHTUIEH).
®paHuin BkrtoyeHHs1 HOBOro, OHOBEHOro abo 3MiHEHOro macTep-darina Ha
(B1poBHMLTBO nnasmMy y peecTpauiiHe fOCbe Ha Mikapcbkui 3acib (npoueaypa 2-ro
3a NOBHUM etany ansa NMM®) (BknNo4eHHA OHOBNEHOro/3MiIHEHOTO MacTep-
LMKIOM, 33 hanna Ha nnasmy, SIKLO 3MiHX He BNMBalOTb Ha BNACTUBOCTI
BUKITHOYEHHSAM roTOBOrO MikapcbKoro 3acoby) - OHOBMNEHHS MacTep-anna Ha
BTOPWHHOI nna3my. 3anponoHoBaHo: Plasma Master File Certificate Ne
ynaKkoBKW) EMEA/H/PMF/000008/05/AU/018/G; 3MiHu | TUNY - 3MiHK 3 SIKOCTi.
3MiHM 0O peecTpauiiHOrO NOCBIAYEHHST BHACTIAOK iHLLMX
perynatopHux npoueayp. NMM®/BA3® (macTtep-dann Ha
nnasmy/3aranbHuii hann Ha BaKUMHHWIA aHTureH). BkrnoveHHs
HOBOro, OHOBMEHOro abo 3mMiHeHOro MacTep-arnna Ha nnasmy y
peecTpauiHe Jockbe Ha nikapcbkuii 3acib (npoueaypa 2-ro etany
ans NM®) (BkntoyYeHHs OHOBNEHOro/3MiHEHOTO MacTep-caiina Ha
nnasmy, SKLWO 3MiHVM He BNMMBalTb Ha BNacTUBOCTI FOTOBOrO
nikapcbKoro 3acoby) - OHOBMEHHSA MacTep-danna Ha nnasmy.
3anponoHoBaHo: Plasma Master File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G; 3MiHu | Tuny - 3MiHM 3 SIKOCTi.
3MiHM 0O peecTpauiiHOro NOCBIAYEHHST BHACTIAOK iHLLMX
perynsaTopHux npoueayp. NMM®/BA3® (macTep-dann Ha
nnasmy/3aranbHuii ann Ha BaKUMHHWI aHTureH). BknoveHHs
HOBOro, OHOBMEHOro abo 3mMiHeHOro MacTep-arnna Ha nnasmy y
peecTpauiiiHe 4ockbe Ha Nnikapcbkuid 3acib (Npoueaypa 2-ro etany
ans NM®) (BkntoyYeHHs OHOBNEHOro/3MiHEHOTO MacTep-caiina Ha
nnasmy, SKLWO 3MiHV He BNMMBalTb Ha BNacTUBOCTI FOTOBOTO
nikapcbkoro 3acoby) - OHOBMNeEHHSI MacTep-dalina Ha nnasmy.
3anponoHoBaHo: Plasma Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/G.
157.| OKTAHAT MOPOLLIOK ANsi OkTadapma ABcTpis Oktadapma AB, Lseuis/ BHECEHHS 3MiH 10 peecTpaLuiiHux maTtepianis: 3aMiHu | Tuny - 3miHK 3 3a UA/15468/01/02
pO34uHy Ans iH'ekuin | PapmaueBTUK LBeuis Himeyuunna/ SIKOCTi. 3MiHM 0O peecTpaLiiHOro NOCBigYeHHS BHACIOOK iHLLMX peuenmom
no 100 MO/mn a (BUpOBHMLTBO AscTpis/ perynatopHux npoueayp. NMM®/BA3® (macTtep-dann Ha
KapToHHa kopobka MpoaykTioHcre 3a NOBHUM DdpaHuis nnasmy/3aranbHuii han Ha BaKUMHHWUIA aHTUreH). BkroveHHs
Ne1: no 1 donakoHy 3 c. Mm.6.X. LLMKNomMm, 3a HOBOrO, OHOBMEHOro abo 3MiHEHOro MacTep-garnna Ha nnasmy y
NMOPOLLKOM Afis BUKITHOYEHHSAM peecTpauiiiHe Jockbe Ha nikapcbkui 3acib (npoueaypa 2-ro etany
pO34MHy Ans BTOPUHHOI ans NM®) (BkntoYeHHs1 OHOBNEHOro/3MiHEHOrO MacTep-daiina Ha
iH eKLIiN. yMaKoBKu); nnasmy, SKLWO 3MiHW He BNIMBaKTh Ha BNAcTUBOCTi FOTOBOTO
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapToHHa kopobka Okracapma nikapcbKkoro 3acoby) - OHOBMNeEHHsI MacTep-dalina Ha nnasmy.
Ne2: no 1 dnakoHy 3 Heccay 'mbX, 3anponoHoBaHo: Plasma Master File Certificate Ne
PO34YMHHMKOM (BOAA Himeuunna EMEA/H/PMF/000008/05/11/015/G; 3miHun | Tuny - 3MiHK 3 SKOCTI.
ans iH'ekuin) 10 mn (BTOpUHHE 3MiHM 00 peecTpauiiHOro NOCBIAYEHHST BHACNIAOK iHLLMX
(1000 MO/dbnakoH) nakyBaHHs, perynsatopHux npoueayp. NMM®/BA3® (macTtep-dann Ha
pasom 3 BidyarnbHa nnasmy/3aranbHuii ann Ha BaKUMHHWIA aHTureH). BknoveHHs
KOMIMNEKTOM Ansi iHcnekuis); HOBOro, OHOBMEHOro abo 3aMiHeHOro Mmactep-caiina Ha nnasmy y
PO34MHEHHSA Ta Okradapma peecTpauiiHe JOCbE Ha nikapcbkuid 3acid (npoueaypa 2-ro etany
BHYTPILLIHLOBEHHOIO [MpoaykuioHcrec ans NM®) (BkntoyYeHHs OHOBEHOro/3MiHeHOro MacTep-caiina Ha
BBeAeHHs (1 wnpwuy ennwagT nnasmy, sIKLLO 3MiHN He BNNMBaKTb HA BNACTUBOCTI FOTOBOMO
ofHopasosun, 1 Honunang nikapcbKoro 3acoby) - OHOBEHHS MacTep-danna Ha nnasmy.
[OBOCTOPOHHS rorka, M.6.X., 3anponoHoBaHo: Plasma Master File Certificate Ne
1 ronka 3 ginbTpom, HimeyunHa EMEA/H/PMF/000008/05/AU/016/G; 3miHu | Tuny - 3MiHX 3 SIKOCTI.
1 ronka Aans iH’ekuin, (B1poBHMLTBO 3MiHn [0 peecTpauiiHOro NocBiAYEHHS BHACNIAOK iHLLIMX
2 NpoCoYeHi Kpionpeuinitara) perynsaTopHux npoueayp. NMM®/BA3® (macTtep-dann Ha
CNUPTOM TammMoHMW). ; Oktadpapma nnasmy/3aranbHuii ann Ha BaKUMHHWI aHTureH). BknoveHHs
Kopo6ka Ne 1 ta dapmaueBTUKa HOBOro, OHOBMEHOro abo 3mMiHeHOro MacTep-anna Ha nnasmy y
Kopobka Ne 2 [MpopykTioHcrec peecTpauiiiHe 4ockbe Ha Nnikapcbkuii 3aci6 (npoueaypa 2-ro etany
06’eQHYIOTLCH MK M.6.X, ABcTpis ansa NM®) (BkntoYeHHA OHOBEHOro/3MiHEHOTO MacTep-daiina Ha
co60t0 NNacTUKOBO (BMPOGHMLITBO nnasmy, siKLLO 3MiHN He BNMBaKTb HA BNACTUBOCTI FOTOBOMO
NMiBKOI. 3a NOBHUM nikapcbkoro 3acoby) - OHOBNEHHs MacTep-dalna Ha nnasmy.
LIMKIIOM, 3anponoHoBaHo: Plasma Master File Certificate
BKJTOYAI04N NeEMEA/H/PMF/000008/05/11/017/G;
BidyarnbHy 3MiHM | TRy - 3MiHK 3 sKOCTi. 3MiHM 40 peecTpauiiHOro NOCBiAYEHHs!
iHCMeKujto); BHACNAOK iHWKX perynsaTopHux npoueayp. NM®/BA3® (mactep-
Oxkradapma, dann Ha nnasmy/3aranbHuin hann Ha BaKUMHHWUIA aHTUMEH).
®paHuia BkntoyeHHst HOBOro, OHOBNEHOro abo 3mMiHeHoro Mactep-caiina Ha
(BMpOBHMLTBO nnasmMy y peecTpaduiiHe foCbe Ha nikapcbkuin 3acib (npoueaypa 2-ro
3a NOBHUM etany ansa NM®) (Bkno4eHHA OHOBNEHOro/3MiHEHOTO MacTep-
LMKIOM, 33 hanina Ha nnasmy, SIKLLO 3MiHX He BNNMBalOTb Ha BNAaCTUBOCTI
BUKITHOYEHHSAM roTOBOrO fikapcbKoro 3acoby) - OHOBMNEHHS MacTep-anna Ha
BTOPUHHOI nnasmy. 3anponoHoBaHo: Plasma Master File Certificate Ne
ynakoBKW) EMEA/H/PMF/000008/05/AU/018/G; 3MiHu | TUNY - 3MiHM 3 SIKOCTI.

3MiHM 0O peecTpauiiHOro NOCBIAYEHHST BHACTIAOK iHLLMX
perynatopHux npoueayp. NMM®/BA3® (macTtep-dann Ha
nnasmy/3aranbHuii hann Ha BaKUMHHWIA aHTureH). BkrnoveHHs
HOBOr0, OHOBMEHOro abo 3MiHeHOro Mactep-caiina Ha nnasmy y
peecTpauiHe Jocke Ha nikapcbkuii 3acib (npoueaypa 2-ro etany
ans NM®) (BkntoYeHHs1 OHOBNEHOro/3MiHEHOrO MacTep-caiina Ha
nnasmy, sKLO 3MiHW He BNMBalOTb Ha BNacTUBOCTi FOTOBOTO
nikapcbKoro 3acoby) - OHOBIEHHs MacTep-dalnna Ha nnasmy.
3anponoHoBaHo: Plasma Master File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G; 3miHu | Tuny - 3MiHK 3 SIKOCTI.
3MiHM [0 peecTpauiiHOrO NOCBIAYEHHST BHACTIAOK iHLLMX
perynstopHux npoueayp. NM®/BA3® (macTtep-dann Ha
nnasmy/3aranbHuii chan Ha BaKUMHHWUIA aHTureH). BkrnoveHHs
HOBOro, OHOBEHOro abo 3mMiHeHOro MacTep-arnna Ha nnasmy y
peecTpauiiiHe 4ockbe Ha nikapcbkuid 3acib (Npoueaypa 2-ro etany
ans NMV®) (BkntoYeHHs1 OHOBNEHOro/3MiHEHOro MacTep-gaiina Ha
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nnasmy, siKLWO 3MiHW He BNIMBaOTb Ha BNacTMBOCTi FOTOBOTO
nikapcbkoro 3acoby) - OHOBMNeEHHsI MacTep-dalina Ha nnasmy.
B3anponoHoBaHo: Plasma Master File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/G.
158.| OKTAIJNAC PO34uH NS iHdY3in, Oktadhapma ABCTpis Oxtachapma AB, LLseuis BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3miHu |l Tuny - 3miHn 3a UA/15584/01/01
nr 45-70 mr/mn no 200 dapmaneBTUk Lseuis oo 6e3nekn/edheKTUBHOCTI Ta dhapMakoHarnsay - 3MiHu o peuenmom
MI y KOHTENHepi; No a (BMPOBHWK, IHCTPYKUii ANst MeaWMYHOro 3acToCyBaHHS NikapcbKoro 3acoby Ao
1 KOHTeWHepy B MpoaykTioHcre BigNoBiganbHUN po3ginie "B3aemogisi 3 iHWMMM nikapcbkumm 3acobamm Ta iHWi BUan
nakerti; no 1 nakety c. m.6.X. 3a BUPOBHNLTBO B3aemogin", "OcobnmeocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHSA Ta
B KapTOHHi kopobui 3a MOBHUM fo3un", "Mo6iyni peakuii”, "TepmiH npuaaTHocTi" (6e3 3MiH TepMiHy
LIMKIIOM) npuaaTHOCTI TiNMbKu 3acTepexeHHs 3 6esneku), "HecymicHicTb"

Bi4ANOBIQHO A0 MaTepianiB peecTpaLuiiHoro Aocbe. TepMiH BBEAEHHSA
3MiH - MPOTAroM 6 MicsLiB nicns 3aTBepAKeHHS; 3miHu [l Tuny -
3miHn wopo 6esnekun/edekTMBHOCTI Ta hapmakoHarnagy. 3MiHu y
KOPOTKi/i XapakTepucTuLi nikapcbkoro 3acoby, TEKCTi MapKyBaHHs Ta
iHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMM
OaHUMW 3 SIKOCTi, OKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta JaHUMK 3
dhapmakoHarnagy - 3MiHu o IHCTpyKuil Ana MeanyHoro
3acTOCyBaHHS Nikapcbkoro 3acoby o posainy "OcobnueocTi
3actocyBaHHS" (iHdopmaLis Wwoao BipycHoi 6e3nekun). TepMiH
BBEAEHHS 3MiH - NPOTSAromM 6 MicauiB nicnga 3aTBEPIKEHHS; 3MiHW ||
TMNYy - 3MiHK Woao 6e3nekn/edPeKTUBHOCTI Ta dhapMakoHarnagy.
3MiHM y KOPOTKi XapaKTepmCTULi NikapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUii ANs MEAMYHOro 3aCTOCYBaHHS y 3B's3KY i3
HOBUMW A@HVMMU 3 SIKOCTi, AOKMiIHIYHUMMU, KMNiIHIYHMMW AaHUMKM Ta
AaHnMu 3 dapmakoHarnsgy - 3MiHM Ao |HCTPyKUii Ans MegnyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3sginy "lMepenosyBaHHs"
BignoBigHo Ao oHoBneHHst Company Core Safety Information
(CCSI), pepakuis 13. TepMiH BBEAEHHSI 3MiH - NPOTArom 6 MicsiLiB
nicnsi 3aTBepOXeHHs; 3miHu I Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsaay. 3MiHV y KOpOTKil
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi MapKyBaHHA Ta
IHCTPYKUIiT ANS MeAMYHOro 3aCTOCYBaHHS Y 3B’s13KY i3 HOBUMU
OAaHUMW 3 SKOCTI, AOKMNIHIYHUMM, KNIHIMHUMW JaHUMK Ta OaHUMK 3
dapmakoHarnsgy - 3mMiHn Ao [HCTpyKLUii Ans MeauyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3giny "MobivHi peakuii”
BignoBigHo Ao oHoBneHHst Company Core Safety Information
(CCSl), pepakuia 13. TepMiH BBeAeHHS 3MiH - MPOTAroM 6 micauis
nicnsi 3aTBepaXeHHs; 3miHu Il Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsagy - 3mMiHu Ao IHCTpykuii
0N MEQMYHOr0 3aCTOCYBaHHS NikapCbKoro 3acoby 4o po3ainy
"Cnocib 3acTocyBaHHs Ta 031" CTOCOBHO pekoMeHAaLii Woao
po3mMopoXyBaHHs 3amopoxxeHoro Oktannacy 1IN nepepn voro
3acTtocyBaHHSAM. TepMiH BBEAEHHS 3MiH - NPOTArom 6 micsAuiB nicns
3aTBepOKeHHst; 3aMiHu |l Tuny - 3MiHK Wwopo 6e3nekn/edPekTUBHOCTI
Ta dhapmakoHarnsagy - 3aMmiHv 0o [HCTpykuii ons megumyHoro
3acToCyBaHHS NnikapcbKkoro 3acoby Ao posainy "OcobnueocTi
3acTocyBaHHs" BHAcNioK OHOBMEHHs1 3aranbHoi XapakTepucTuku
MpoaykTy: 3a3HavaeTbes iHdopMaLis LWoAo KiNlbKICHOro BMICTY
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

HaTpito. TepMiH BBEAEHHS 3MiH - MPOTAroM 6 MicauiB nicns
3aTBepAKEHHs; 3MiHn Il Tuny - 3miHu Wono 6e3nekn/edeKTUBHOCTI
Ta chapmakoHarnsgy. 3miHu y KOPOTKil XxapakTepucTuLi nikapcbKoro

3acoby, TeKCTi MapkyBaHHS Ta iHCTPYKLii Ans Mmean4Horo
3aCTOCyBaHHS y 3B’A3KY i3 HOBUMMW JAHUMU 3 SIKOCTi, JOKIiHIYHUMN,
KNiHIYHUMKW JaHUMK Ta AaHnMy 3 dhapMakoHarnagy - 3MmiHu o
iHCTpPYKUIT ANs MEeAMYHOro 3acToCcyBaHHS nikapcbkoro 3acoby Ao
po3ainie "OcobnueocTi 3acTocyBaHHs" Ta "Cnocib 3acTocyBaHHSA Ta
po3n" BignosigHo fo oHoBneHHss Company Core Safety Information
(CCSI), Bepcist 14. TepmiH BBeAEHHS 3MiH - MPOTAroM 6 micsauis
nicns 3aTBepAXEHHS;
3MiHn |l Tuny - 3miHn wopo 6e3neku/edpekTMBHOCTI Ta
apmakoHarnagy. 3miHa y KOpoTKiii XxapakTepUCTULL MiKapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta IHCTPYKLUii 4N MEeAUYHOro
3aCTOCyBaHHS Ha MiAcTaBi perynspHO OHOBIHOBAHOIO 3BITY 3
6esneku nikapcbkoro 3acoby, abo gocnimxkeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCbKoro 3acoby B micnsapeecTpauiiiii nepioa,
abo sk pe3ynbTaT OUiHKM 3BIiTY 3 AOCNIAXKEHb, NPOBEAEHNX
BiAMOBIAHO A0 NNaHy neaiaTpuynHux gocnigpkes (PIP) (3miHa
notpebye noganbLLOro 06rpyHTyBaHHA HOBUMY AOAATKOBMMU
OaHMMK) - 3MiHW [0 IHCTPYKUiT ANs MeanyHoro 3acTocyBaHHS
nikapcbkoro 3acoby o posginie "®apmakognHamika”, "OcobnmeocTi
3acTtocyBaHHsA" Ta "[iTn" BignoBigHO 00 pekoMmeHaaliv Paediatric
Worksharing procedure SE/W/0028/pdWS/001. TepmiH BBeQEeHHS
3MiH - MpOoTSAroM 6 MicsuiB nicns 3aTBepAXXeHHS

159,

OKTPA®

pPO34MH Ans iH'ekuin,
0,1 mr/mn, no 1 mn B
amnyni, no 5 amnyn
y nayyi; no 1 mn B
amnyni, no 5 amnyn
y bnictepi, no 1
6nictepy B navui

AT "®apmak”

YkpaiHa

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaliiHux maTepianis: 3miHu | Tuny - 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuid 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikaui Ta/abo AonyCTUMUX MEX

roTOBOro Mikapcbkoro 3acoby (iHwwi 3MiHK) - CynyTHSA 3MiHa - 3MiHK 3

sikocTi. [oTOBMIA Nikapcbkuii 3aci6. 3MiHM y BUPOGHULTBI. 3MiHK
BUNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yyac BUpOBHMLITBaA rOTOBOTO NikapCbKoro 3acoby

(iHwWi 3miHwn) - 3i cneuwndikauii M3 Ta 3i cneuudikauii HemapkoBaHoi

npoaykLuii 3a nokasHkom «CynpoBifgHi JOMILLKU» BUITyYEHO
HopmyBaHHS «Cyma BCix HeifieHTUMIKOBaHMX AOMILLIOK». 3MiHu |
TMny - 3MiHK 3 siKocTi. FoTOBMIA Nikapcbkuii 3aci6. KoHTpornb
roTOBOrO fikapcbKoro 3acoby. 3miHa y meTodax BUNpobyBaHHSA
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3MiHa y 3aTBepAXKEHNX
MeToAax BUNpobyBaHHS) - HE3HaYHi 3MiHW 40 METOANKN
BunpobyBaHHs 13 3a nokasHukom «CynpoBigHi JOMILLIKMN»

3a
peuernmom

UA/11626/01/01

160.

OMEHAKC®

MOPOLLIOK AN
PO34MHYy Ans iH eKuin
no 40 wr, 1 donakoH
3 MOPOLLKOM B
KapTOHHiIl kopobui

Abpun
dopmynemnLH3
MeT. N1A.

IHaia

OEMO C.A.
dapmachbioTikan
IHpacTpi

Ipeuis

BHECEHHS 3MiH IO peecTpaLliiHix maTepianis: 3miHu | Tuny - 3miHn
wopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) -
OHOBMEHHSA TEKCTY MapKyBaHHS yMakoBKU MikapcbKoro 3acoby 3

BHECEHHAM iHbopMaLlii LLOAO 3a3HaYEHHsST OANHULL BUMIPIOBaHHS Y

cucTeMi Sl. BHeceHHs 3MiH fo po3sainy MKA: MAPKYBAHHA.
3arBepmkeHa pegakuis: MAPKYBAHHA Tekct mapKyBaHHS
NepBUHHOI Ta BTOPUHHOT YNaKOBKN AOAATKOBO JoAaeTbcs. HoBa
penakuis: MAPKYBAHHA 3rinHo 3aTBEpmiXeHOro TekcTy
MapKyBaHHs. TepmiH BBe4EHHs 3MiH MPOTHAroM 6 MicauiB micns

3a
peuernmom

UA/15268/01/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aTBEPOKEHHS.
161, OMENPA3O0OI | niodinisat gns dapmaneBTny peuis AH®APM [peuis BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/1030/01/01
-BOKATE PO34UHY ONs iH'eKLin Ha KoMnaHis XENNAC C.A. wopno 6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenmom
no 40 mr, 1 donakoH «BOKATE OHOBIEHHS! TEKCTY MapKyBaHHS YNakoBKU fikapcbKoro 3acoby 3
3 niodginizatom y C.A» BHECEHHAM iHpopMalLii LoAo 3a3Ha4YeHHS OAVHNLb BUMIPOBaHHS Y
KOMMMeKTi 3 1 cuctemi Sl.
amnyroto 3
poYnHHUKOM Mo 10
Mn
(nonieTuneHrnikonb
400, knucnotn
TNIMMOHHOT
MOHorigpar, Boay
Ans iH'ekuin) y
KapTOHHiI kopooLi
162, OMENPA30/ | kancynu no 20 wmr; MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/6542/01/01
-OAPHULA no 10 kancyn y "®apmaueBTu "dapmaLeBTUYH wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsgy. BeegeHHst abo | peyenmom
KOHTYpPHIN YHa hipma a cipma 3MiHM [0 y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy
YapyHKOBI "OapHuus" "NapHnus” (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnsagy,
ynakoBuj; no 1 a6o 3 3MiHa ynoBHOBaXeHoi ocobu, BiANoBiganbHoI 3a 34iNCHEHHS
KOHTYPHi YapyHKOBI hapmakoHarnsigy; KOHTakTHOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
yMakoBKM y nayui ANs 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA
Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34ilCHEHHSI
dapmakoHarnsay (BKIoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
pO3MilLieHHi macTep-hanna cuctemm papmakoHarnsagy) - amiHa
yNOBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
hapmakoHarnsg.
MponoHoBaKra pepakuis: Typok B'ayecnas B'suecnasosuy
163./ OHTA3EH - MOPOLLIOK ANst CeHc IHpia CeHc IHAis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/17128/01/01
1000 PO34MHY AN iH'eKUin IlabopaTopic TlabopaTopic wopao 6esneku/edeKTMBHOCTI Ta hapmakoHarnagy (iHwi 3MiHwm) - peuenmom
no 1000 wr; 1 MeT. JITg. Mer. N1A. OHOBEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCbKoro 3acoby 3
nakoH 3 NOPOLLKOM BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHST OONHULE BUMIPIOBaHHS Y
Y KapTOHHIN cuctemi Sl. BHeceHHs 3miH fo po3ainy «MapkyBaHHa» MKA N3:
ynakoBLi 3aTBepakeHo: BianosigHo 40 3aTBEpAXKEHOro TEKCTY MapKyBaHHS,
Lo AoaaeTbesi. 3anponoHOBaHO:
BignosigHo Ao 3aTBepOXEHOro TEKCTY MapKyBaHHS. TepMiH
BBE[EHHSA 3MiH NpoTarom 6 micauiB nicns 3aTBepOXeHHS.
164.| NINOBAKT KOMGiHOBaHMI Habip CaH IHAis CaH IHAgis BHECEHHS 3MiH 10 peecTpaUiiHnX MaTepianis: BUNpaBeHHs 3a UA/0130/01/01
HEO ANns nepoparnbHOro dapmacboTrK dapmacbioTukan TeXHIYHOT NOMUIKN Y TeKCTi MapKyBaHHS ynakosku J13; peuernmom
3acTOCyBaHHA an lngactpis IHpacTpi3 SATBEP)KEHO: 2. KinbkicTb Aitlo40i pe4oBUHM YNnakoBKka MiCTUTb 7
(TabneTku, BKpUTI Nimiteq TimiTen cTpuniB 1 cTpMn MiCTUTL: 2 Kancynu omenpasony (1 kancyna

obonoHkoto, no 1000
Mr + TabneTku,
BKPUTi 06ONOHKOL0,
no 500 mr + kancynu
no 20 mr); kombi-
ynakoBka: 2

MicTuTb: oMenpa3sony 20 mr (mg); 3. MNepenik AONOMIKHUX PEYOBUH.
LonomixHi peyoBuHu: E 110, E421, nponineHrnikonb, LyKpo3a Ta iH.
[ns goknagHoi iHdopMauii AMBUCE IHCTPYKLiO ANst MEAUYHOrO
3actocyBaHHsi. BAMNPOMOHOBAHO: 2. KinbkicTb Aito4oi pe4oBuHM
YnakoBka MiCTUTb 7 CTpUMiB 1 CTpUN MICTUTBL: 2 Kancymnm
omenpasony (1 kancyna mictute: omenpasony 20 mr (mg)); 3.




58

[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
TabneTku Mepenik gonomixkHux pevoBuH. JonomixHi pedosuHu: E 110, E104,
OopaHXeBoro nponinexHrnikone Ta iH. [insa goknagHoi indopmaLii aveuce
Konbopy + 2 IHCTPYKLIilO AN MeANYHOro 3acTocyBaHHs. 3a3HaveHe BUNpaBeHHs
TabneTku cBiTnoO- BiAMOBiAae apxiBHMM MaTtepianam peecTpauinHoro 4ocke
XOBTOrO KOMbopy +
2 kancynu B CTpuni;
no 7 ctpunis y
KapTOHHiIN kopobui 3
MapKyBaHHAM
YKPaiHCbKOK MOBOI;
165.| PA®T® PO34UH ANS iH eKuin, AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/17536/01/01
4 mr/mnno 1 mne wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y KOpoTKid | peuernmom
amnyni; no 5 amnyn XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
y 6nictepi; no 1 abo IHCTPYKLUii ANs MeQMYHOro 3aCTOCYBaHHS
no 2 6nictepu y reHepuYHMX/ribpnaHnx/6ionofibHMX nikapcbkmx 3acobiB nicns
nayui abo no 5 abo BHECEHHS Tiei camoi 3MiHM Ha pecbepeHTHMI NpenaparT (3mMiHa He
10 amnyn y nayui notpebye HagaHHSA XXOOHUX HOBMX JOAATKOBUX AAHWX) - 3MiHW
BHECeHi [0 iHCTPYKLii ANA MeANYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ginu "®apmakonorivyHi BnactmBocTi", "lMokasaHHsA",
"Cnocib 3acTocyBaHHs Ta 4o3un" BIiANOBIAHO A0 iHbopmauil
pedepeHTHOro nikapcbkoro 3acoby Fortecortin® Inject (B YkpaiHi He
3apeecTpoBaHuii). BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB 3 gatm
3aTBEPOKEHHS.
166. PECT®YN PO34uH ANS iH'eKuin, BPOC NTA Mpeuis BPOC NTA Ipeuis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/7735/01/01
100 mr/2 mn; no 2 woao 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) - peuenmom
M B amnyni; no 6 OHOBIEHHS TEKCTY MapKyBaHHS yakoBKW Nikapcbkoro 3acoby 3
amnyn y 6nictepi; no BHECEHHAM iHopMaLlii LWOAO 3a3HaYeHHsT OQNHULb BUMIPIOBaHHS Y
1 abo no 5 Gnictepis cuctemi Sl.
Y KapTOHHIl kopobui
167.| PI3BAMIIPEH TabneTku no 5 wmr; ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH 10 peecTpauiiH1X MaTepianiB: YTOMHEHHsI 40 Haka3y 3a UA/14053/01/01
no 1 abo no 3 obmexeHoto obmexeHo MO3 Ykpainn Ne 2854 Big 10.12.2020 poky, LLOA0 OnUCy NPoLEeAypy | peyernmom
TabneTku y 6nictepi; BiAgnoBiganbHi BignoBiganbHicT B Npoueci BHECEHHS 3MiH. HeobxigHo - 3rigHO ekcnepTHOro
no 1 6nictepy y CTIo 10 BucHoBka AP: amiHu | TMny - AgMiHiCTpaTMBHI 3MiHW. Buny4yeHHsa
KOpoO6Lii 3 KapTOHY "®apmaueBTn "®apmaueBTUy4H BMPOGHWYOI AinbHULI (BKMtoyatoum AinbHuui Ana A®I, npomixxHoro
YHa KOMnNaHis a KoMnaHis npoaykty abo rotToBoro nikapcekoro 3acoby, AinbHuLUi Ans
"3popos's" "3popos's" npoBeAeHHs NakyBaHHsi, BUpOOHWMKa, BiANOBiAanbHOro 3a BUMycK

cepin, micLe NpoBeAeHHS KOHTPOMIO cepii) abo noctayansbHuka
BUXigHOro MaTtepiany, peareHTy abo ONOMiXKHOI Pe4YOBUHM (SIKLLO
3a3HaYeHo y [OCbE) - BUNYYEHHS 3aTBEPAXKEHOro BUPobHMKa API
PusatpuntaHy 6eH3oaty Porus Laboratories Pvt. Ltd., India 3
mMaTepianis peecTpauiiHoro 4OCbke, Y 3B'A3Ky 3 NPUNUHEHHAM
noctayaHHa A®| PusatpuntaHy 6eH3oat gaHnuMm BUpoGHUKOM. Ta, sik
HacnigoK, BUNyYeHo nokasHuku “Baxki metanu” Ta “3anuwkoBa
KiNbKICTb OpraHiYHuX po34nHHUKIB” 3i cneundikauii i3 BignoBigHUM
METOAOM KOHTPOIHO SIKOCTI, O KOHTPOSMIOETHCS 3riAHO HOPMAaTUBHUX
OOKYMEHTIB AaHOro BUPOBHMKa; 3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oToBWMI Nikapcbkui 3acib. CucTema KoHTeHep/3akynopioBanbHUiA
3aci6. 3MiHa nocTayanbHuKa NakyBanbHUX maTepianis abo
KOMMNIIEKTYIOUMX (SKLLO 3a3Ha4YeHO B AOCLE) (3aMiHa abo JoAaBaHHS
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[TponoBxeHHs nojgaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

noctavarnbHuKa) - BHECEHHS 3MiH 40 MaTepianis peecTpauinHoro
pocee p. 3.2.P.7. Cuctema KoHTelHep/ 3akyrnoptoBanbHuii 3acib, a
came J04aTKOBO [0 3aTBEPPKEHNX NoCTavanbHWKIB NEPBUHHOIO
nakyBaHHsi (ponbry antoMiHiEBOI) BBOOUTLCS HOBMI MNOCTavanbHUK
TOB “Antpeng’, Ykpaina. Cneundikauii Ta METOAN KOHTPOIIO AKOCTi
ineHTnyHi. AkicHi abo KinbKicHI 3MiHM cknagy nNakyBarnbHOro
marepiany BiacyTHi. 3atBepaxero: BAT «Pycan CasHan» Pociiicbka
depepauis, AT «TexHonorisi», YkpaiHa; 3anponoHoBaHo: BAT
«Pycan CasaHan» Pociicbka ®epgepauis, AT «TexHonoris», YkpaiHa
TOB “Antpena’, Ykpaina; 3minu | Tuny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BignoBigHOCTI €Bponenchkin
capmakonei/MmoHorpadii. MogaHHsA HoBOro abo OHOBNEHOTO
cepTtudpikaTta BignoBigHOCTI abo BUNyYeHHs cepTudikaTta
BiANoBigHOCTI €Bponencekivi hapmakonei: ans API; Ana BuxigHOro
maTepiany/peareHTy/npoMiKHOro NPOAYKTY, LLO BUKOPUCTOBYIOTLCS Y
BUPOGHMLUTBI ADI; Ana 4OMOMIXKHOI peqoBuHM (cepTudikat
BiAMNOBIAHOCTI €Bponencokin dapmakonei) - HoBuin cepTudikar Big
HOBOro BMpO6GHMKa (3aMiHa abo JONOBHEHHST) - NOAAHHS HOBOTO
cepTtudikaTa BignosigHocTi €Bponerickkin dapmakonei CEP Ne R1-
CEP 2012-108-Rev 00 ana A®| PusatpuntaHy 6eH3oat Big HOBOro
BupobHmka GLENMARK LIFE SCIENCES LIMITED, India.
MpuBeaeHHs cneumdikaLlii Ta METOAIB KOHTPOSO AKOCTI Ha Aitody
peyoBuHy PusatpuntaHy 6eH3oaTt B MaTepianax peecTpauinHoro
nocbke BrpobHuka 113 ToBapucTBo 3 06MeEXeHOoI0 BignoBigansHicTo
"®apmaueBTnyHa komnaHis "3aopos'a”, YkpaiHa 3a nokasHukamm
“3anuwkoBa KinbKiCTb OpraHiYHnX po3vnHHuMKIB”, “1-(4-
lpapasuHodeHin)-metun-1,2,4-tpuasony gurigpoxnopug”, “N,N-
OumeTtun-4-amiHo- GyTaHanb gietvun aueTtans” 4o maTepianis
Bupo6Huka cybcTaHuii GLENMARK LIFE SCIENCES LIMITED, India
(3rigHo npeacTaBneHoro Hosoro CEP)

168.

PI3BAMIIPEH

Tabnetku no 10 wmr;
no 1 abo no 3
TabneTku y 6nictepi;
no 1 6nictepy y
KopobLi 3 KapTOHY

ToBapucTtBo 3
obMmexeHo
BiAgnoBiganbHi
CTHO
"®apmaueBTn
YHa KOMMaHis
"3popoB's"

YkpaiHa

ToBapucTBo 3
0obMexeHo
BignoBiganbHiCcT
10
"®apmaueBTUy4H
a KoMnaHis
"3popoB's"

YkpaiHa

BHECEHHS 3MiH O peecTpauiiHiX maTepianis: YTOYHEHHsI 40 Haka3y
MO3 Ykpainn Ne 2854 Big 10.12.2020 poky, LL0A0 Onucy npoueaypuv
B Npoueci BHECEHHS 3MiH. HeobxigHoO - 3rigHO ekcnepTHOro
BucHoBka [®[: amitm | Tuny - AgmiHicTpaTvBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinbHULi (BKIoYatoun AinbHuui Ansa A®Il, npomikHOro
npoaykTy abo roToBOro nikapcbkoro 3acoby, AinbHuLi Ans
NPOBELEHHS NaKyBaHHS, BUPOOHMKa, BiANOBIAANbHOro 3a BUMYyCK
cepin, mMicLe NpoBeAeHHS KOHTPOMIO cepii) abo noctayanbHuka
BUXiQHOro MaTtepiany, peareHTy abo JONOMiXHOI pe4OBUHM (SIKLLO
3a3HayeHo Yy OCbE) - BUIyYEHHS 3aTBepaXeHoro BupobHuka AdI
PusatpuntaHy 6eH3oaty Porus Laboratories Pvt. Ltd., India 3
MaTepianis peecTpauiiHoro 4OCke, Y 3B'A3Ky 3 NPUNUHEHHAM
noctayaHHs A®| PusatpuntaHy 6eH3oat gaHnM BUpoOHMKOM. Ta, Sk
HacnigoK, BUNyYeHo nokasHuku “Baxki metanu” Ta “3anuwkoBa
KiNbKiCTb OpraHiYHuX po34nMHHUKIB” 3i cneundikauii i3 BignoBigHUM
METOAO0M KOHTPOIO SKOCTI, LLO KOHTPOMKETLCS 3riJHO HOPMAaTUBHUX
[OOKYMEHTIB aHOro BUPOBHMKA; 3MiHM | TUNY - 3MiHK 3 SKOCTI.
[oToBWMI Nikapcbkui 3acib. CucTema KoHTeHep/3akynoptoBanbHUA
3aci6. 3MiHa nocTayanbHWKa NakyBanbHUX MaTtepianis abo

3a
peuenmom

UA/14053/01/02
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[TponoBxeHHs nojgaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2o

noceio4yeHHs1

KOMMIEKTYUNX (SIKLLO 3a3Ha4YeHo B AOCHE) (3aMiHa abo AoAaBaHHS
noctavarnbHuKa) - BHECEHHS 3MiH 40 MaTepianis peecTpauinHoro
nocbe p. 3.2.P.7. Cuctema KoHTeiHep/ 3aKyrnoptoBanbHui 3acib, a
came [0AaTKOBO A0 3aTBEPMHKEHNX NOCTaYanbHUKIB NEPBUHHOIO
nakyBaHHsi ((ponbry antoMiHiEBOI) BBOOUTLCSA HOBUI NOCTavarnbHUK
TOB “Antpeng”, YkpaiHa. Cneumndikauii Ta METoaM KOHTPOIHO SIKOCTi
ineHTuYHi. AkicHi abo KinbkicHi 3MiHM cknagy nakyBarnbHOro
marepiany BiacyTHi. 3atBepaxero: BAT «Pycan CasHan» Pociiicbka
depepauisn, AT «TexHonorisiy, YkpaiHa; 3anponoHoBaHo: BAT
«Pycan CasiHan» Pocincbka ®egepauisa, AT «TexHonoris», YkpaiHa
TOB “Antpena’, YkpaiHa; 3minu | Tuny - 3miHn 3 skocTi. Ceptudikat
BignosigHocTi/ME-cepTudikaT BignoBigHOCTI €Bponenchkin
capmaxkonei/moHorpadii. MNogaHHA HOBOro abo OHOBNEHOTO
cepTtudpikaTta BignoBigHOCTI abo BUNyYeHHs cepTudikaTta
BignoBigHocTi €Bponeiickkin hapmakonei: ans A®l; ans BuxigHoro
matepiany/peareHTy/npoMiKHOrO MPOAYKTY, LLO BUKOPUCTOBYIOTLCH Y
BMPOGHMLUTBI ADI; AnA 4OMOMIXKHOI peqoBuHM (cepTudikat
BigNoBigHOCTI €Bponenckkin hapmakonei) - HoBuii cepTudikat Big
HOBOro BMpOGHMKa (3aMiHa abo JONOBHEHHST) - NOAAHHSA HOBOTO
cepTtudikaTa BignosigHocTi €Bponerickkin dapmakonei CEP Ne R1-
CEP 2012-108-Rev 00 ans A®| PusatpuntaHy 6eH3oat Big HOBOro
BupobHnka GLENMARK LIFE SCIENCES LIMITED, India.
MpvBeaeHHs cneumdikaLii Ta METOAIB KOHTPOIO AKOCTI Ha Aitody
peyoBuHy PusatpuntaHy 6eH3oaT B MaTepianax peectpauiiHoro
Aocbe B1pobHuka M3 ToBapncteo 3 06MeXeHOI0 BiAMNOBIAANBLHICTIO
"®apmaueBTyHa komnaHis "3aopos'a”, YkpaiHa 3a nokasHukamm
“3anuikoBa KinbKiCTb OpraHiYHnx po34nHHMKIB”, “1-(4-
FigpasuHoderin)-meTnn-1,2,4-tpuasony gurigpoxnopus”’, “N,N-
OumeTtun-4-amiHo- GyTaHanb gietvn auetans” 4o matepianis
BMpob6HuKa cybetaHuii GLENMARK LIFE SCIENCES LIMITED, India
(3rigHo npepcTaeneHoro Hosoro CEP)

169.

PONIBAKAIH
y
riaPOXIIOPU
a

KpucTanivyHmn
MOPOLLIOK
(cybecTaHuisa) y
noaBiNHNX
nonieTuneHoBnx
nakeTtax ans
hapmaLeBTU4HOro
3aCTOCYBaHHS

Ekcenna
'm6X eHp Ko.
KIr

HimeuumnH
a

Ekcenna M'm6X
eHp Ko. KIF

Himeyuunna

BHECEHHS 3MiH [0 peecTpaLiiHiX MaTepianiB: yTOYHEHHS B HaKasi
MO3 Ykpainu Ne 238 Big 11.02.2021p. wopno HanucaHHsi popmMm
BWMYCKY: 3MiHM | Tuny - 3miHun 3 akocTi. A®l. Cuctema
KOHTEWHep/3aKynoproBarnbHUiA 3aci6 (iHLWi 3MiHK) - 3MiHa
dopmynoBaHHSA po3giny «Ynakoska» B MKA. 3anponoHoBaHo:
MepBunyHas ynakoBka: ABOMHbIE NONUSTUMNEHOBbIE NaKeThbl.
BTopuyHas ynakoBka: antoMuUH1eBbIe/MONUITUIIEHOBbIE
KOMMO3WTHbIE NaKeTbl C OCYLUMTENAMU, BMOXEHHbIE B KAPTOHHbIE
6apabaHbl

UA/17028/01/01

170.

CAriia

TabneTku no 1 mr no
10 TabneTok y
6nictepi, no 3 abo
10 6nicTepiB y
KapTOHHiIl kopobui

Mepokemi
nTa

Kinp

Henopbic
dapmachbioTikan
c ITA, Kinp
(BPOGHULTBO
roToBOro
niKapcbKoro
3acoby,
nepBuHHe Ta
BTOPWHHE

Kinp/
MopTyranisa

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | TUny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsay - OHOBINEHHS
TEKCTY MapKyBaHHS YNaKoBKM NiKapCbKOro 3acoby 3 BHECEHHSAM

iHdbopMaLii Woao 3a3HaYeHHs OAUHWLL BUMIPIOBAHHS Y cucTeMmi Sl.

BBegeHHs 3MiH NpoTArom 3-X MicAUiB Nicnsa 3aTBepaXKEHHS

3a
peuernmom

UA/18155/01/01
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[TponoBxeHHs nojgaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

nakyBaHHs1,
KOHTPOIb
sikocTi); Ipbedpap
- IHpacTpia
dapmachbioTika,
CA,
MopTyranis
(BpPOGHULTBO
roToBOro
nikapcbkoro
3acoby,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs1,
KOHTpPO~b
SIKOCTI);
Mepgokemi JITO
(3aBog AZ), Kinp
(nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
BUMNYCK cepii);
Codpapimekc -
IHaacTpia Kimika
e
dapmachkioTika,
CA,
MopTyranis
(nepBuHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPOIb
SIKOCTI)

171.

CAJIbBYTAM
ON-IHTENI

iHransauis nig
TUCKOM, CYCMeH3isi,
100 mkr/go3a no 200
£o3 (10 mn) B
anomiHieBomy
6anoHi; no 1 6anoHy
3 MN1acTUKOBUM
ajanTepom Ta
KPWLLIKOIO Y
KapTOHHiIN kopobui

3AT "IHTENI
FEHEPUKC
HOPO"

Jnutea

JlabopaTtopio
Anbpo-tOHioH,
C.J.

Icnanis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK
oo 6e3nekn/edeKTUBHOCTI Ta hapMakoHarnsaay - BHECEHHS 3MiH
o posginy “MapkyBaHHa” MKA 113”:
3anponoHoBaHo: MapkupoBka. B cooTBeTCTBUM C YTBEPXKOEHHBIM
TEKCTOM MapknpoBku. OHOBIEHHSI TEKCTY MapKyBaHHS yNaKoBK/
nikapcbkoro 3acoby 3 BHECEHHSIM iHchopMalii LLoAo 3a3HauYeHHs
OOMHULb BUMIpIOBaHHS y cuctemi Sl. Ha BTOpuHHIN ynakoBui y n.7
"IHLWI OCOBJIMBI BACTEPEXXEHHA" Ta nepeuHHin ynakosLi n.6
"IHLE" 3amiHa dpasm "He micTutb opeoHy" Ha dpasy "He micTutb
030HOPYWHIBHMX peyoBUH". BBeaeHHS 3MiH npoTarom 6-Tu micauis
nicns 3aTBepaXKeHHs

3a
peuenmom

UA/8338/01/01

172.

CAH®YP -
750

MOPOLLIOK ANsi
pO34MHy aons

iH ekuin no 750 wmr, 1
(hnakoH 3 MOPOLLKOM
Y KapTOHHI

CeHc
JTabopaTtopic
MeT. N1A.

IHaisa

CeHc
JTabopaTtopic
MeT. l1A.

IHAis

BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn
wono 6e3snekn/edeKTUBHOCTI Ta hapmakoHarnsaay (iHwi 3amiHu) -
OHOBMEHHS TEKCTY MapKyBaHHS yMakoBKU MikapcbKoro 3acoby 3

BHECEHHSAM iHopMaLlii LWOAO 3a3HaYeHHsT OQNHULb BUMIPIOBaHHS Y
cuctemi Sl. BHeceHHs 3miH fo posainy «MapkyBaHHa» MKA J13:

3a
peuernmom

UA/17158/01/01
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ynakoBLi 3aTBepaxeHo: BianosigHo A0 3aTBEpAXKEHOro TEKCTY MapKyBaHHS,
Wwo goaaetbes. 3anponoHoBaHo: BignosigHo 4o 3aTBepAXeHoro
TEKCTYy MapKyBaHHS. TepMiH BBEAEHHS 3MiH NpoTArom 6 micsuis
nicnsa 3aTBepAXXEHHS.
173.[ CNIN30OH® TabneTkn, BKpUTI KPKA, a.a., CnoBeHis | BUpOGHMLTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpauiiHix maTepianis: 3amiHu | Tuny - 3mikn 3 |Ne 10 — 6e3 UA/17627/01/01
NNiBKOBOO Hoso mecto bulk", nepBuHHe sikocTi. [oToBMI Nikapcbkuit 3aci6. CtabinbHicTb. 3miHa y TepMiHax | peyenma;
obonoHkoto, no 15 Ta BTOPUHHE npuaaTtHocTi abo ymoBax 36epiraHHsl roToBOro nikapcbkoro 3acoby [Ne 20, Ne 30
mr no 10 TabneTok y nakyBaHHs, (36inbLUeHHs TepMiHY NpUAATHOCTI FOTOBOrO MikapcbKoro 3acoby) - —3a
6nictepino 1, no 2 KOHTpOrb Ta [Ins ToproBoi ynakoBku (NiTBEPAKYETLCA AaHUMK peanbHOro vacy). | peuenmom
abo no 3 6nictepu B BMNYCK cepii: 306inbLUeHHs1 TepMiHY NPUAATHOCTI FOTOBOTO NikapCbKoro 3acoby.
KapTOHHiIN kopobui KPKA, a.4., 3aTtBepakeHo: TepMiH NpMAATHOCTI. 2 pokW. 3anpornoHOBaHO:
HoBo mecTo, TepmiH npugaTHoCTi. 3 pokn. BBeaeHHs 3MiH NpOTSrom 6-Tu Micauis
CnoBeHis; nicns 3aTBepAXKEHHS.
KOHTpOrb cepii
(Tinbku i3nyHI
Ta XiMiYHi
meToan
KOHTpOrH0):
KPKA, a.4.,
HoBo mecrTo,
CnoBeHist
174 CMEKTANIA® | cycneHsis opanbHa, INCEH ®paHuis Bodyp InceH PpaHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK bes UA/16696/01/01
3r;n010,27r KOHCBIOME IHaycTpi, wopno 6e3nekn/edheKTMBHOCTI Ta papMakoHarnsay - BHECEHHS 3MiH | peuyenma
cycneHsii opansHoi P XEJICKEA, ®paHuia o po3sginy «MapkyBaHHsi» MKA J13:
B MakeTuky; no 12 akuioHepHe (BrpobHuuTtBO, 3anponoHoBaHo: MapkyBaHHs. 3rigHO 3aTBEPOKEHOr0 TEKCTY
nakeTukis y TOBapUCTBO nepBuHHe Ta MapKyBaHHS. 3aTBEpPAXEHHS anbTEPHATUBHOIO TEKCTY MapKyBaHHS
KapTOHHiI kopobui CMpOLLEHOro BTOPUHHE yNaKoBKM MikapcbKoro 3acoby i3 3a3Ha4yeHHSM MiKHapOOHUX
Tmny nakyBaHHs, no3HayveHb OAVHWLL BUMIpOBaHHA. BBeaeHHS 3miH npoTarom 6-tu
KOHTPOrb SIKOCTI, MicsILiB Micnsi 3aTBEPOKEHHS
BUMYCK cepii Ta
36epiraHHs);
dapmaric,
®paHuia
(BnpobHuuTso,
nepBuHHE Ta
BTOPVHHE
nakyBaHHs1,
KOHTPOMb SIKOCTI,
BUMYCK cepii Ta
36epiraHHs)
175.| CMmoaeninig emynbCcis ans dpeseHiyc HimeuumH ®peseHiyc Kabi ABcTpis BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 3a UA/13846/01/01
20 % iHdy3in; no 100 mn, Kabi a ABcTpis TM6X sikocTi. FoToBUIA Nikapcbkuin 3aci6. Cuctema peuernmom
abo no 250 mn, abo Honunang KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3mMiHa po3aMipy ynakoBku
no 500 mny M6X roTOBOrO MikapCbKoro 3acoby (BUMyYEeHHS yNakoBKN NEBHOTO
donakoHi

po3mipy). BHeceHHs1 amiH go p. «YnakoBka» MKSA 13, y 38’a3ky 3
YTOYHEHHAM (POPMYIIOBaHHSA KOMMIEKTHOCTI NaKyBaribHOro
maTepiany nikapcbkoro 3acoby, Lo He KoHTakTye 6eanocepeaHbo 3
nikapcbk1uM 3acob0M Bxe 3aTBepMKEHNX YNakoBoK. 3MiHWN BHECEHO B
iHCTPYKLiO AN MEOMYHOrO 3aCTOCYBaHHs! NiKapCbKOro 3acoby vy p.




63

[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"YnakoBka". BBegeHHs 3MiH NpoTsrom 6-t1 mMicsuis nicnsi
3aTBEPOKEHHS.
176, cony- NMOPOLLOK Ans MNeAN3EP CWA Mdparizep Benbris BHECEHHS 3MiH 10 peecTpaliliHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/9873/01/01
KOPTE® PO34UHY ANs iH'eKuin IHK. MeHtodekdypuH wono 6esnekun/edekTnBHOCTI Ta hbapmakoHarnsgy. BeegeHHs abo | peuenmom
no 100 mr, 1 conakoH r benbris HB 3MiHM [0 y3aranbHEHNX AaHnX Npo cuctemy apmakoHarnsgy
3 MOPOLLKOM Y (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chbapmMakoHarnsgy,
KapTOHHiIl kopobuyj; 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3aiMCHEHHS
25 conakoHis 3 hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
NMOPOLLKOM Y NiAA0Hi Ans 34iMCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
ans Bifl ynoBHOBaeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
TpaHCMNopTyBaHHSA dapmakoHarnsaay (BKOYaro4mn KOHTaKTHI AaHi) Ta/abo 3miHn y
(6e3 BTOPUHHOI po3MmilLieHHi macTep-haina cuctemm papmakoHarnsgy) - amiHa
YyNaKoBKW) YNOBHOBaXEHOT 0COOU 3asiBHMKA, Bi4NoOBiganbHOi 3a 34iNCHEHHS
dapmakoHarnsaay: NponoHosaHa peaakuis: bapbapa e Beprapai/
Barbara De Bernardi. 3miHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI
ocobu 3asiBHUKA, BiAMOBIAANbHOI 3a 3AiNCHEHHS dhapMakoHamsay
177 COCHM 6pyHbKK, Mo 50 © MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3aMiHu | Tuny - 3miHn bes UA/2268/01/01
BPYHbKU abono 100ry dapmanesTmy dapmaueBTMyHa wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsgy - 3MiHM BHECEHI B | peuernma
naykax 3 BHyTpILIHIM Ha ¢abpuka cabpuka TEKCT MapKyBaHHS1 yNakoBOK fikapcbkoro 3acoby (n.17) woao
nakeTom "Biona" "Biona" HaHEeCEeHHs1 TOProBoi MapKun
178.| COTANON TabneTtku no 40 wmr; CaHpos CnoBeHis CantoTac Himeyuunna BHECEHHS 3MiH 0 peecTpaLiiHMX MaTepianis: 3MiHu |l Tuny - 3miHu 3 3a UA/4449/01/01
CAHOO03® no 10 Tabnetok y dapmacbloTika dapma 'M6X, sKoCTi. [oTOBMI Nnikapcbkuii 3acib. KOHTponb roToBOro nikapcbkoro | peuenmom
6nictepi; no 5 ns3 g.a. HimeuunHa 3acoby. 3miHa napameTpiB cneuudikauin Ta/abo 4ONyCTUMUX MEX
Gnictepi y (BUpOBHMLTBO roTOBOrO fikapcbKkoro 3acoby (3MiHa 3HaxoauTbCsi No3a
KapTOHHiIN kopobui 3a NOBHUM 3aTBEPKEHUMI AOMYCTUMUMU MEXaMu cneumdikadin) - 3miHa
abo no 25 Tabnetok LIMKIIOM) OONyCTUMMX MEX BUCOTU TabneTku y cneumdikaLii npn Bunycky ta
y bnicTepi; no 2 Onst TepMiHy NpyAaTHOCTI FOTOBOTO nikapcbkoro 3acoby 3 2,8-3,0 Mm
onictepn y Ha 2,5-2,9 mm; 3miHn |l Tuny - 3miHK 3 siKoCTi. [OTOBMI NiKapcbKkni
KapTOHHiI kopobui 3aci6. 3MiHn y BUpoGHUMUTBI. 3MiHM BUNpobyBaHb abo AonyCcTUMMX
MeX, BCTaHOBIEHMX y crneumndikauisx, nig yac BMpobHMUTBa
roTOBOrO fiKapCbKOro 3acoby (PO3LUMPEHHS 3aTBEPMKEHMX
OOMYCTUMMX MEX A11A NOKAa3HMUKIB, iKi MOXYTb MaTu iCTOTHWUIA BMNUB
Ha 3aranbHy SKiCTb rOTOBOIO fikapcbkoro 3acoby) - po3LMPEHHS
Mex crneumdikaii B npoLeci BUPObHMLTBa rOTOBOrO NikapCbKOro
3acoby Ans BucoTu Tabnetku 3 2,8-3,0 MM Ha 2,5-2,9 Mm
179.| CNA3MAIITO | po3uuH ons iH'ekuin AT Bonrapis AT "Cocpapma” Bonrapis BHECEHHS 3MiH 10 peecTpauiliHix maTepianis: 3MiHu | Tuny - 3a UA/3531/01/01
H® no 2 mn abo 5 mn B "Codhapma" AnMiHicTpaTuBHI 3MiHW. 3MiHa HaMeHyBaHHs Ta/abo agpecu peuenmom

amnyni; no 5 aéo 10
amnyn y 6nictepi; no
1 6nictepy B
KapTOHHIN nayui

3asiBHUKA (BracHUKa peecTpaLiniHoro NocBigYeHHs) - 3MiHa
HaVMeHyBaHHs Ta agpecu 3asiBHUKA aHIMINCLKOK MOBOID; 3MiHM |
TMny - AoMiHICTpaTuBHI 3mMiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
MiCLSl NpOBaaXXEHHS QisiNbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKNoYarun AinbHULI BUNYCKy cepii abo Micue
npoBeAeHHS KOHTPOIO SIKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BUPOGHWMK/IMNOpTEP, BKNOYAOUM BUMYCK CEPIlt) - 3MiHA HAaNUCaHHs
HaVMeHyBaHHs Ta agpecu MicLs NPOBadXXeHHs QisiNbHOCTI
BUpobHuMKa J13 aHrninceKo MOoBoK, 6€3 3MiHK Micust BUpOBHMUTBA
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
180.| CNACKYNPE PO34UH ANS iH'EKLiR; Bionoriwe HimeyumH Bionoriwe Himeuunna BHECEHHS 3MiH 40 peecTpauiiHMX maTepianis: 3MiHu | TUny - 3miHa y 3a UA/11194/01/01
b no 1,1 mn B amnyni; XavnbmitTens a Xannbmittenb cneumdikauii Ansa BuxigHoro matepiany Magnesium phosphoricum, | peuernmom
no 5 amnyn y Xeenb M6X Xeenb M'm6X 30kpema: 3amiHa MoHorpadii DAB Ha MmoHorpadito EP.
KOHTYPHIN 3anponoHoBaHo: «Specification according to Ph. Eur. Monography;
YapyHKOBI 3MiHM | TURY - 3miHa y cneuundikaLii AN MaTPpUYHOT HACTONKN
ynakoBuj; no 1, abo Amanita muscaria, 3okpema: 3amiHa MoHorpadii koMmnaHii Ha
no 2, abo no 20 moHorpadito HAB. 3anponoHosaHo: "Specification according to HAB
KOHTYPHMX monograph"; 3aminu | Tuny - 3miHa y cneumdikadii 4ns BUXigHOro
YapyHKOBUX matepiany Amanita muscaria, 3okpema: 3amiHa MoHorpadii KoMnaHii
YMaKoBOK y KOpobLyi Ha moHorpadito HAB. 3aTtBepaxaeHo: "Specification according to
3 KapTOHYy company own monograph". 3anponoHosaHo: "Specification
according to HAB monograph”
181, CTAMAPUN NMOPOLLOK ANA CaHodi ®paHuis CAHO®I ®paHuis/ BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/16354/01/01
BAKUMHA cycneHxsii ans MacTep BIHTPOI YropwuHa OHOBJIEHHS ONUCY BUPOBHNYOro NpoLiecy Npy BUrOTOBIEHHI peuenmom
onsd iH’eKUin, He MeHLWwe IHOACTPIA, roTOBOrO fikapcbKoro 3acoby Ans npusefeHHs iHpopmauii y
MPO®INAKT Hi>xx 1000 MO/go3a, ®paHuia BiZNOBIQHICTb 4O BUPOBHMYOI NpakTUKK: - 3MiHa Aiana3oHy pH 3
MKU XXOBTOI | no 1 gosi y donakoHi (noBHMI LMKN 7.30+0.05 Ha 7.2-7.4 npm nigroTosui cTabinisytoyoro cepeaosuLla,
JIMXOMAHKWM | Ta po3umHHMK BUPOGHMLTBA, sike BUKOpUCTOBYETBCS Npu BUpobHMUTBI Final Bulk Product; - 3miHa
(KUBA (HaTpito xnopwug, nepBuHHE po3mipy nop dinbTpy 3 0.2 ut Ha 0.22 pT, LLO BUKOPUCTOBYETLCA Nif,
ATEHYMAOBA | Boga ans iH’ ekuin) nakyBaHHS, yac BupobHuuTea Final Bulk Product; 3amiHn | Tuny - npvBeaeHHs
HA) no0,5mny KOHTPOSIb SKOCTi cneumdikauii NepBMHHOI YNakoBKW roTOBOrO flikapcbkoro 3acoby Ao
nonepeaHLo PO3YMHHUKA); BuMor moHorpadii Ph. Eur. 3.2.1 - gogaBaHHs BunpobyBaHHs
3aMnoBHEHOMY CaHodi MNacTep, Arsenic test
wnpuuy 3 ®paHuia
MPUKPINIEHO (nepBuHHe Ta
ronkoto; no 1 BTOpUHE
dbnakoHy 3 nakyBaHHs,
nopotLukom Ta 1 KOHTPOIb SKOCTI,
nonepegHLo BUNYCK cepii;
3anoBHeHOMY MOBHWIA LMK
wnpuuy 3 BUPOOHMLTBA,
MPUKPINIEHO nepBUHHE Ta
FOMKOK B KAPTOHHIN BTOPUHHE
kopobui; no 1 nakyBaHHs,
dnakoHy 3 KOHTPOrb AKOCTI
nopotukom Ta 1 Ta BUNyCK cepil
nonepenHL0 PO34YMHHUKA);
3anoBHEHOMY CaHodpi Macrep,
wnpuuy 3 ®paHuia
MPUKPINIEeHo (MOBHMI LWKN
ronkow B BUPOOHMLTBA,
cTaHgapTHo- 3anoBHEHHS,
€KCMOPTHIN niocpinizavis,
ynakoBLi, sika nepBUHHE Ta
MICTUTLCA Y BTOpVHE
KapTOHHiIN kopobLi 3 nakyBaHHS,

iHCTPYKLUi€ Ans

KOHTPOI1b SIKOCTI,
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Meau4Horo BUMYCK cepii;
3aCTOCYBaHHS; - No NOBHWI LMKN
1 po3si y hnakoHi Ta BUPOOHMLTBA,
PO34YUHHVK (HaTpito nepBuHHe Ta
xropwva, Boga ans BTOPUHHE
iH’ekuin) no 0,5 mny nakyBaHHs,

nonepeaHLo
3aMnoBHEHOMY
LnNpuLy 3 ogHieto
abo asoma
OKpPEMUMW rofkamu;
no 1 pnakoHy 3
nopotLukom Ta 1
nonepeaHLo
3anoBHeHOMY
wnpuuy 3 1 abo 2
OKpEMUMU rofikamm
y brictepi B
KapTOHHIN kopobuj; -
no 1 gosi y dprakoHi
Ta PO3YMHHUK
(haTpito xnopwug,
BOAa ANs iH eKuin)
no0,5mny
nonepeaHLo
3aMnoBHEHOMY
LnNpuLy 3 ogHieto
abo nsoma
OKpPEMUMW rorkamu;
no 1 cpnakoHy 3
nopotukom Ta 1
nonepeaHLo
3anoBHEHOMY
wnpuuy 3 1 abo 2
OKpEMUMU rorikamm
y brictepi B
cTaHgapTHoO-
€KCMOPTHIN
ynakoBLi, sika
MiCTUTbCA Y
KapTOHHiIn kopobui 3
iHCTpyKLUi€eto Ans
Mean4Horo
3aCTOCYBaHHS.
MapkyBaHHS

YKpailHCbKOI MOBOIO.

no 1 gosi y dprakoHi
Ta PO34MHHVK
(HaTpito xnopug,

KOHTPOIb AKOCTI
Ta BUNyck cepii
PO34YMHHUKA);
CaHogi-ABeHTiC
Mpamsit Ko.
1o,
MnaTtdpopma
noricTvkn Ta
AncTpubyuii y m.
Bypanewr,
YropwwmHa
(BTOPUHHE
nakyBaHHs1,
BUNYCK cepil)




66

[TponoBxeHHs nojgaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

BOAa Ans iH eKuin)
no0,5mny
nonepegHL0
3aMnoBHEHOMY
Lwnpuuy 3
NPUKPINIeHo
ronkoto; no 1
hnakoHy 3
nopoLukom Ta 1
nonepeaHLo
3aMnoBHEHOMY
wnpudy 3
MPUKPINIEHO
TOrKOI0 B KAPTOHHIN
Kopobui 3i cTMkepom
YKPaiHCbKOK MOBOIO;
no 1 gosi y dprakoHi
Ta PO3YNHHUK
(haTpito xnopwug,
BOAa ANs iH eKuin)
no0,5mny
nonepeaHLo
3aMoBHEHOMY
LNpuLy 3 ogHieto
abo nsoma
OKpPEMUMW rorkamu;
no 1 cpnakoHy 3
nopotLukom Ta 1
nonepeaHLo
3anoBHEHOMY
wnpuuy 3 1 abo 2
OKpEMUMU rorikamu
y brictepi B
KapTOHHIN kopobui

182.

CYNbIMNEPA3
OH®

NOPOLLOK Ans
PO34MHY AN iH'eKUin
no 500 mr/500 mr,
no 1 r (500 mr/500
Mr) MOPOLLKY Y
nakoHi; no 1, abo
no 5, abo no 10
dnakoHiB y
KapTOHHiIN kopobui

NOANIEP
IHK.

CLA

Mdpanzep
dapmacbioTikan
Nimitea , Kutan
(BPOGHULTBO

CTepUnbHoI
CyMiLLli
LedonepasoHy
HaTpito Ta
cynbbaktamy
HaTpito); XaynT
®apma fNatiHa
C.p.n., ITanis
(BpPOBHULTBO
(HanoBHeHHs
¢rakoHiB Ta

KuTan/
ITanis

BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK
wono 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy. BeegeHHs abo
3MiHM 0O y3aranbHEHUX AaHUX Npo cuctemy chapmakoHarnsagy
(BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy hapmakoHarnsagy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANOBiganbHOI 3a 3AiINCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
Ans 34iMCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
Bil ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSsI
dapmakoHarnsaay (BKIOYarumM KOHTaKTHI faHi) Ta/abo 3miHu y
pO3MilLieHHi MacTep-hanna cuctemm papmakoHarnsagy) - amiHa
YMNOBHOBaXeHOI 0cobY 3asiBHMKa, BignoBigansHOi 3a 30iNCHEHHS
capmakoHarnsgy: lNMponoHoBaHa pepakuis: bapbapa e bepHapai/
Barbara De Bernardi. 3miHa KOHTaKTHMX AaHVX YNOBHOBAaXEHOI

3a
peuenmom

UA/3754/01/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ynakoBka), ocobw 3asiBHMKa, BiANOBIAaNbHOI 3a 34IMCHEHHs (hapMakoHarnaay
KOHTPOIb AKOCTI
Ta BUMycK cepii)
183.| CYNbMNEPA3 MOPOLLOK ANs NMeAN3EP CLUA Mdpanzep Kutan/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/3754/01/02
OH® PO34uHY ONs iH'eKLuin IHK. dapmachkioTikan ITanis oo 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHst abo | peyenmom
no 1000 mr/1000 wr, Nimiten , Kutan 3MiHW 0O y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
no 2 r (1000 mr/1000 (BpPOGHULTBO (BBEAEHHS y3aranbHEHVX AaHWX Npo cucTemy hbapmakoHarnsgy,
M) MOPOLLKY Y CTepunbHol 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoI 3a 3a4iCHEHHS
conakoHi; no 1, abo CyMiLLi hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsay 3asiBHUKa
no 5, abo no 10 Ledonepasony Ans 34iNCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA
dnakoHiB y HaTpito Ta BiJ, YNOBHOBaXXeHOI 0cO0U, BiANOBIiganbHOI 3a 34iMCHEHHS
KapTOHHiI kopobui cynbbaktamy dapmakoHarnsay (BKIOYarUm KOHTaKTHI gaHi) Ta/abo 3miHu y
HaTpito); Xaynt pO3MiLLieHHI MacTep-anna cuctemn papmakoHarnsagy) - amiHa
dapma NatiHa YNOBHOBaXEHOT 0COOU 3asiBHMKA, BigNoBiganbHOi 3a 34iNCHEHHS
C.p.n., ITanis dapmakoHarnsgy: NponoHoBaHa penakuisi: bapbapa e Beprapai/
(B1poBHMLTBO Barbara De Bernardi. 3miHa KOHTaKTHMX AaHVX YNTOBHOBaXEHOI
(HanNoOBHEHHs1 ocobu 3asBHMKaA, BigNoBiganbHOI 3a 34iMCHEHHS hapMakoHarnsay
cbnakoHiB Ta
ynakoBka),
KOHTPOIb AKOCTI
Ta BUMycK cepii)
184, CYNbNIPWUA - | po3uunH Ans iH'eKuin, TOB YkpaiHa BCi cTagii YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHu | Tuny - 3a UA/11476/02/01
3H 50 mr/mn, no 2 mn B "XapkiBcbke BUPOGHMLTBA, ApamiHicTpaTuBHI 3miHW. 3MiHa HalimeHyBaHHSA Ta/abo agpecu micus | peyenmom
amnyni; no 10 amnyn | chapmauesTuy KOHTPOrb SIKOCTI, npoBaXXeHHs AisinbHOCTI BUpOoGHMKa/imnopTepa rotoBoro
y kopobuj; no 2 mn B He BUMYCK Cepii: nikapcbKoro 3acoby, BKMoYauy AinbH1LI BUNYCKy cepii abo micue
amnyni; no 5 amnyn niaANPUEMCTBO TosapucTBo 3 NpoBeAEHHS! KOHTPOIIO SIKOCTI. (QisNbHICTb, 3a SKy Bignosigae
y bnicTepi; no 2 "3gopoB's obmexeHoto BMPOGHMK/iMNopTep, BKIOYaKYX BUMYCK CEPiit) 3MiHa
onictepu y kopobu; Hapoay" BignoBiganbHicT HaVMeHyBaHHs1 Ta agpecy MicLa NPOBaaXKEHHSI BisiNbHOCTI
no 2 Mn B amnyni; 10 "XapkiBcbke BUpoGHuKa M3 ToBapuncTBo 3 06MEXEHOI BiANOBIAANBHICTIO
no 10 amnyn y dapMaueBTUYHe "XapkiBcbke dapmaueBTuyHe nignpueMcTao "300poB's Hapoay", 6e3
6nicTepi; no 1 nianpYeEMCTBO 3MiHM MicLA BUPOOHMLTBa: BBEAEHHS 3MiH MpoTArom 6-Tv micsauiB
6nictepy y kopobui "3gopos's nicns 3aTBEpPAXKEHHS.
Hapoay"
YkpaiHa;
BCi cTagii
BUPOGHMLTBA,
KOHTPOIb SKOCTI:
ToBapucTBO 3
obmexeHo
BianoBiganbHicT
10
«dapmaueBTUYH
a KoMMaHis
"3popos'sa”,
YkpaiHa
185.| CYNIb®OKAM | po3uunH Ans iH'eKuil, MpAT YkpaiHa MpAT " YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX MmaTepianis: 3miHu | Tuny - 3a UA/7392/01/01
®OKAIH- 100 mr/mn, no 2 mn "®apmaueBTun dapmaueBTUYHa agMiHicTpaTuBHI 3MiHW. BunyyeHHsi BUpOGHMYOI AinbHULI peuenmom
OAPHMUA B amnyni; no 5 YHa chipma dpipma (Bkntovatoun ainbHULi Ans A®l, npoMixxHoro npoaykTy abo rotoBoro
amnyn y KOHTYPHIN "OapHuus"” "OapHuus” niKapcbKoro 3acoby, AinbHUL AN NpoBeAeHHS NaKyBaHHS,
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YapyHKOBI BMPOOHYKa, BiANOBIAAaNbLHOIO 3a BUMYCK Cepill, MicLile NPOBEeAEHHS
ynakoBLii; no 2 KOHTpoOMto cepii) abo noctayanbHuka BUXiZHOTO MaTepiany,
KOHTYPHi YapyHKOBI peareHTy abo JOMOMIKHO|T PEYOBUHY (SIKLLIO 3a3HAYE€HO Y JOCHE) -
yMakoBKM B navuli BUNyYeHHs1 BupobHuka AP HosokaiHy ocHoBa AT «OpraHikay,
Pocivicbka ®epepauis. 3anponoHosaHo: TOB «PAPMXIM», Ykpaina
186, CYPBAHTA cycneHsist ansi EG6BI LLIsenuapi EGGBI IHK. CWA BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianiB: BUNPaBeHO TEXHIYHY 3a UA/11404/01/01
iHTpaTpaxeansHoro Biodapmacsio a NMOMWIKY B TEKCTi MapKyBaHHS BTOPUHHOI ynakosku J13. peuenmom
BBeEHHS no 25 Tikan3 MM6X SATBEP)KEHO: 16. IHOPOPMALIA, AKA HAHOCUTbCA
mr/mn no 4 mn abo 8 LIPNSTOM BPANNA CypsanTa. 3AMTPOMNOHOBAHO: 16.
MI1 Y CKISIHOMY IHGOPMALLISA, KA HAHOCUTbLCA LUPUOTOM BEPANNA --
dnakoHi; no 1
dnakoHy B
KapTOHHIN kopobui
187. CYP®AKTAH cycneHsisi ansi M.BioTek Benuka BNEC Kanapa BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3miHu | Tuny - 3miHn 3a UA/15565/01/01
T-MBb iHTpaTpaxearnbHOro Nimiten BpuTaHis BIOYEMIKAJIC wono 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsgy - OHOBIIEHHS peuenmom
BBEAEHHS, 27 Mr/mn; IHK TEKCTY MapKyBaHHS YNaKkoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
no 3 mn abo no 4 iHcpopMalii Loao 3a3Ha4YeHHs OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
mn, abo 5 mny BHeceHHs 3MiH go po3sginy «MapkyBaHHs» MKA N3;
dnakoHi; no 1 3anponoHoBaHo: [ins rotosoro nikapcbkoro 3acoby: MAPKYBAHHA
dnakoHy y nadui 3 3rigHO 3aTBEPAXXEHOro TEKCTY MapKyBaHHS.
KapTOHY BBegeHHsA 3MiH NpOTArom 6-TW MICALIB NiCNs 3aTBEPOXKEHHS
188, CYTEHT kancynu no 12,5 wr; NMeANIEP CLUA Mdcbansep ITanisa ITanisa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/7785/01/01
no 7 kancyny IHK. C.p.n. Lwono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsiay. BeegeHHs abo | peyenmom
6nicTepi; no 4 3MiHM [0 y3aranbHeHUX AaHnx Npo cuctemy papmakoHarnsgy
Gnictepn y (BBEOEHHS y3aranbHeHVX AaHnX Npo cuctemy dhapmakoHarnsgy,
KapTOHHiI kopobui 3MiHa ynoBHOBaXeHOi 0cobu, BiANOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsigy 3asiBHUKa
Ans 34iMCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHA BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsgy (BKIOYarym KOHTaKTHI gaHi) Ta/abo 3miHu y
pO3MilLieHHi macTep-hanna cuctemm papmakoHarnsaay) - amiHa
YMNOBHOBaXeHOi 0coby 3asBHMKa, BignoBiganbHOi 3a 30iNCHEHHS
dapmakoHarnsgy: NponoHoBaHa penakuisi: bapbapa [e BepHapai/
Barbara De Bernardi. 3miHa KOHTaKTHVX AaHVX YNOBHOBaXEHOI
ocobu 3asiBHUKa, BiANOBIganbHOI 3a 34iliCHEHHS dhapMakoHarnsay
189. CYTEHT kancynu no 25 wr; NOAN3EP CLUIA Mcpanzep ITanis ITanis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3amiHu | Tuny - 3miHn 3a UA/7785/01/02
no 7 kancyny IHK. C.p.n. wono 6esnekun/edhekTBHOCTI Ta hapMakoHarnsgy. BeeaeHHst abo | peuenmom

6nicTepi; no 4
Gnictepu y
KapTOHHiIN kopobui

3MiHW [0 y3aranbHeHUX AaHuX Npo cuctemy bapmakoHarnsgy
(BBEAEHHSA Y3aranbHEHUX AaHWX Npo cucteMy dbapmakoHarnaay,
3MiHa yNoBHOBaXeHOi ocobu, BiAnoBiganbHoI 3a 3AiMCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ONs 30incHeHHs chapmakoHarnsay B YKpaiHi, SKLWOo BOHa BigMiHHa
Bif] yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
dapmakoHarnsay (BKoYarum KOHTaKTHI AaHi) Ta/abo 3miHu y
po3MilLieHHi MacTep-haina cuctemu papMmakoHarnsay) - amiHa
YNOBHOBaXXEHOT 0COOU 3asiBHMKA, BignoBiganbHoi 3a 34iMCHEHHS
dapmakoHarnsgy: NponoHoBaHa peaakuisi: bapbapa [e BepHapai/
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Barbara De Bernardi. 3miHa KOHTaKTHMX AaHVX YNOBHOBaXEHOI
ocoby 3asiBHMKa, BiANOBIfaNbHOI 3a 34iMCHEHHs dhapMakoHarnagy
190.| CYTEHT kancynu no 50 wmr; MNeAN3EP CWA Mdparizep ITanis ITanis BHECEHHS 3MiH IO peecTpaliliHiX MaTepianis: 3MiHu | Tuny - 3miHn 3a UA/7785/01/03
no 7 kancyny IHK. C.p.n. wono 6esnekun/edekTUBHOCTI Ta hapmakoHarnsigy. BeegenHs abo | peuenmom
6nictepi; no 4 3MiHM [0 y3aranbHEHNX AaHnX Npo cuctemy apmakoHarnsgy
Gnictepn y (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chbapmMakoHarnsgy,
KapTOHHiI kopobui 3MiHa yNoBHOBaXeHOi 0cobu, BiANOBiAanbHOI 3a 3aiMCHEHHS
hapmakoHarnsiay; KOHTakTHoOi ocobu 3 dhapmakoHarnsaay 3asiBHUKa
Ans 34iMCHeHHs dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHa
Bifl ynoBHOBaeHOi 0cobu, BignoBiganbHOI 3a 34iNCHEHHSI
bapmakoHarnsgy (BKMYar4um KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MmilLieHHi macTep-haina cuctemm papmakoHarnsay) - amiHa
YNOBHOBaXEHOT 0COOU 3asiBHMKA, BiANOBIAANbHOI 32 3AINCHEHHS
dapmakoHarnsaay: NponoHosaHa peaakuis: bapbapa e Beprapai/
Barbara De Bernardi. 3miHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI
ocobu 3asiBHUKA, BiAMOBIAANbHOI 3a 3AiNCHEHHS dhapMakoHamsay
191, CYTEHT kancynu no 37,5 wr; NeAN3EP CWA Mdparizep ITanis ITanis BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3aMiHu | Tuny - 3miHn 3a UA/7785/01/04
no 7 kancyny IHK. C.p.n. wono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo | peyenmom
6nictepi; no 4 3MiHM 0O y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
Gnictepn y (BBEOEHHS y3aranbHeHVX AaHWX Npo cucTemMy chapmMakoHarnsay,
KapTOHHiIN kopooLi 3MiHa yNnoBHOBaXeHoi ocobu, BianoBiganbHoI 3a 3a4iNCHEHHS
dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asgBHUKa
AN 30incHeHHs dhapmakoHarnsagy B YKpaiHi, SKWOo BOHa BigMiHHA
Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
bapmakoHarnsgy (BKMYar4uM KOHTaKTHi AaHi) Ta/abo 3amiHn y
po3MilLieHHI MacTep-aina cuctemm papmakoHarnsay) - amiHa
yMNOBHOBaXeHOi 0coby 3asiBHMKa, BignoBiganbHoOi 3a 30iNnCHEHHS
dapmakoHarnsaay: NponoHoBaHa penakuis: bapbapa [le Beprapai/
Barbara De Bernardi. 3miHa KOHTaKTHMX AaHWX YNOBHOBaXEHOI
ocobu 3asiIBHUKa, BiANOBIganbHOI 3a 34iiCHEHHS dhapMakoHarnsay
192| CY®EP® po34uH Ans TOB "tOpis- YkpaiHa TOB "lOpis- YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHix maTepianis: 3miHun | Tuny - 3miHn 3a UA/13269/01/01
BHYTPILLIHbOBEHHUX dapm” ®apm" wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHu y KopoTkii | peuernmom

iH’exuin, 20 mr/mn;
no 5 mn abo no 10
mn, abo no 20 mny
NakoHi CKNsHOMY;
no 1 dnakoHy y
nayui 3 KapToHy; Nno
5 mn B amnyni
CKNSHIN; no 5 amnyn
Y KOHTYpHIn
YapyHKOBIN
ynakoBuj; no 1
KOHTYpPHIn
YapyHKOBIN ynakoBLi
y nayui 3 KApTOHY;
no 5 mn y cnakoHi
cknsiHoMy; no 1
hbnakoHy B

XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
IHCTPYKLUii ANa MeQMYHOro 3aCTOCYBaHHS
reHepu4HuX/ribpuaHunx/GionoaibHMx nikapcbkux 3acobis nicns
BHECEHHS TiEi caMoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
notpebye HagaHHSA XXOOHUX HOBMX JOAATKOBUX AaHUX) - 3MiHW
BHECEHO [0 iHCTPYKLUii Ta KOPOTKOI XapaKTepuCcTUK/ A5 MeANYHOro
3acToCyBaHHSA nikapcbkoro 3acoby y posainu:
"dpapmakoTepaneBTuyHa rpyna”, "Kog ATX". 3atBepaxeHo: BO3A
C02. 3anponoHoBaHo: BO3A C ,"dapmakonoriyHi BnactueocTi",
"Moka3zaHHs" (iHbopmaLis 3 6e3neku), "MpoTunokasaHHs",
"B3aemogisi 3 iHW1MK nikapcbkummn 3acobamu Ta iHWi Buam
B3aemopin”, "OcobnmBocTi 3acTocyBaHHs", "3acTocyBaHHs y nepioa
BariTHocTi abo rogyBaHHs rpyaato”, "Cnocib 3actocyBaHHs Ta 4o3un",
"Oitn", "MobivnHi peakuii” 3rigHo 3 iHbopMaLlieto LLOA0 MEANYHOTO
3acToCyBaHHsi pedhepeHTHOro nikapcbkoro 3acoby (BEHODEP®,
PO34YMH ANs BHYTPILLHBOBEHHMX iH'€KLi). BBEeAEHHSI 3MiH NpoTArom
6-TW MiCALB nicns 3aTBEpAXKEHHS.
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

KOMMMeKTi 3 1

KOHTEHEepOM Mo

100 mn 3

PO3YNHHUKOM

(po34mH HaTpito

xnopuay—CorntoBeH,

9 Mr/Mn) y KOHTYPHIN

YapyHKOBI

ynakoBuj; ro 1

KOHTYPHIN

YapYHKOBIN yrnakoBLi

y nayui; no 10 mny

hnakoHi CKNsHoOMY;

no 1 dnakoHy B

KOMMMeKTi 3 1

KOHTEHEPOM Mo

100 mn 3

PO34YNHHVKOM

(po3unH Hatpito

xnopuay—CorntoBeH,

9 Mr/Mn) y KOHTYpPHI

YapyHKOBIN

ynakosui; no 1

KOHTYpPHIN

YapYHKOBIN yrNakoBLi

y nayui
193.| TAMCIH TabneTku Mera ABcTpanisi i | Bonrapis/ BHECEHHS 3MiH 10 peecTpaLiliHiX maTepianis: 3aMmiHu | Tuny - 3miHn 3a UA/14197/01/01

®OPTE NPOSIOHroBaHoI Aji TNandcarieHcia dapmachioTikan Icnanis wono 6esnekun/edeKTMBHOCTI Ta hapMakoHarnsaay - OHOBMEHHS peuenmom

no 0,4 mr no 10 (ABcTpanis) c, Nta, Bonrapis TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKOro 3acoby 3 BHECEHHAM

TabneTok y 6nictepi; [Ti Nimiteq (nepBuHHE Ta iHcpopMalii Loao 3a3Ha4YeHHs! OAMHULB BUMIpIOBaHHS Y cuctemi Sl.

no 3 6nictepu B BTOPUHHE 3awmiHa po3giny «I"padivyHe odbopMIIEHHS YNaKkoBKU» Ha po3Ain

KapTOHHiIN kopobui nakyBaHHs); «MapkyBaHHa» MKA 13: 3anponoHoBaHo: MapkyBaHHs 3rigHo

CiHToH XicnaHis, 3aTBEPKEHOr0 TEKCTY MapKyBaHHS.
C.N., IcnaHisa TepmiH BBEAEHHSA 3MiH NpoTArom 6 micsAuiB Nicnsa 3aTBEpAXKEHHS
(BUpOBHMLTBO
3a NOBHUM
LIMKIOM)

194, TAMCYNIa Kancynu 3 My6nivyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH O peecTpaLinHMx maTtepianis: 3miHu | Tuny - 3miHn 3 3a UA/16198/01/01

MoaundikoBaHUM akuioHepHe akuioHepHe sikocTi. FoToBMIA Nikapcbkuii 3aci6. CTabinbHicTb. 3MiHa y TepmiHax | peyenmom

BUBINTbHEHHAM MO TOBapUCTBO TOBapuUCTBO npuaaTHocTi abo ymoBax 36epiraHHs roToBoro nikapcbKoro 3acoby

0,4 mr no 10 kancyn "HaykoBo- "HaykoBo- (36inbLUeHHSA TepMiHY NpUAATHOCTI rOTOBOrO MiKapcbKoro 3acoby) -

B GnicTepi; no 3 BMPOGHUYMIA BUPOGHWYMIA [ns ToproBoi ynakoBku (NigTBEPOXKYETLCA AAHUMU peanbHOro vacy)

onictepu B navui LeHTp LeHTp - 36inbLUEHHS TEPMiHY NPUAATHOCTI FOTOBOrO MiKapCbKOoro 3acoby.

"BopLuariBcbk "BopLuariscbkui 3aTBepaKeHo: 2 poku. 3anponoHoBaHo: 3 pokn. BBeaeHHs 3MiH
Wi Ximiko- Ximiko- NPOTHArom 6-Tv MicsILiB NicNsi 3aTBEPOXKEHHS.
dapmaueBTny dapmaLeBTUYHU
HuUI 3aBon" 1 3aBoa”

(dacyBaHHs i3
dopmu "in bulk"
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BMPOBHWKIB
CiHToH XicnaHis
C.J11., Icnais,
damap A.B.E.
AHTOYCCa
MnanT, peuis;
Pottenpopd
dapma 'M6X,
HimeyymHa)
195 TAHTIBEPT TabneTku 3i cMakom ToBapucTso 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH 40 peecTpauinHMx maTepianis: 3miHun | Tuny - 3miHu 3 bes UA/16484/01/01
eBkaninTy no 3 mr, obmexeHo ToBapucTBo 3 sikocTi. CepTudikat BignosigHocTi/l'E-cepTudpikat BignoBigHOCTI peuenma
no 10 TabneTok y BignosiganbHi oBMmexeHo €Bponenckkin dhapmakonei/MoHorpadii. 3miHK, NoB'A3aHi 3
6nictepi; no 1, 2 abo CTHO BignoBiganbHicT HeOoOXiaHICTIO NpMBeAEeHHS Yy BigNOBIAHICTb 40 MoHorpadii AdPY abo
3 GnicTepu B nayui "®apmaueBTn 10 €BponencbKoi hapmakonei, abo iHLWOoi HauioHanbHOi dhapmakonei
YHa ipma "dapmaueBTUYH aepxasu €C (iHWi 3MiHW) 3MiHa KPUTEPIiB NPUAHATHOCTI 3a
"BepTtekc"” a cipma nokasHukom «MikpobionoriyHa YnctoTa» y cneumndikauisx Ha
"BepTekc”, AOMOMDKHI PEYOBMHM TiNpoMernosa, MarHito cteapaT Ta caxapuH
YkpaiHa; HaTpito.
Bci ctagii umkny 3miHu | Tvny - 3miHm 3 AkocTi. FoToBUI nikapcbkuii 3acib. Onuc Ta
BUPOOHMLTBA, cknag. 3miHa y cknagi (QOMOMKHUX PEYOBUHAX) rOTOBOrO
KpiM BUMYCKY nikapcbkoro 3acoby (cmakoBi o6aBkun abo 6apBHUKKM) - [logaBaHHs,
cepil: BUITyYeHHS abo 3amiHa - BUIy4YeHO 3i ckragy AOMOMIKHUX PEYOBWH
TOB edipHux onin Ta 3amMiHeHo apomartu3aTtopu. 3mium | Tuny - 3miHu 3
"®APMEKC sikocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHM y BUPOGHMUTBI. 3MiHa
reyr", po3Mmipy cepii (BkIo4aroum gianasoH po3mipy cepii) roToBoro
YkpaiHa nikapcbkoro 3acoby (iHLwi 3MiHW) BBEAEHHS 4OAATKOBOrO po3Mipy
cepii M3 (3atBepmxeHo: 5,0 kr; 35,0 kr; 50,0 kr; 3anponoHoBaHO:
5,0 kr; 20,0 kr; 35,0 kr;50,0 kr)
196.| TAHTIBEPT TabneTku 3i cMakoM ToBapucTso 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux MaTepianis: 3miHu | Tuny - 3miHu 3 be3 UA/16483/01/01
M'aTn no 3 mr, no 10 obmexeHoo TosapucTBo 3 akocTi. CepTudikaT BignosigHocTi/l'E-cepTudikaTt BianoBigHOCTI peuenma
TabneTok y 6nictepi; | BignoBiganbHi obmexeHo €Bponevicbkin dapmakonei/moHorpadii. 3miHu, nos'a3aHi 3
no1,2a6o3 cTHO BignoBiganbHiCcT HeobXiaHiCTI0 NpuBeAeHHs y BiANoBIAHICTb o0 MoHorpadii APY abo
6nictepu B nayui "®apmaueBTu 10 €Bponelicbkoi hapmakonei, abo iHWoi HauioHanbHOI hapmakonei
YHa cipma "®apmaueBTUy4H aepxasu €C (iHLWi 3MiHW) 3MiHa KPUTEPIiB NPUAHATHOCTI 3a
"BepTtekc” a cipma nokasHukom «MikpobionoriyHa ynctoTay» y cneumdikauisx Ha
"BepTtekc", OOMOMDKHI pe4OBMHU FiNpoMenosa, MarHito cteapar Ta caxapyiH
YKkpaiHa; HaTpito.
Bci ctapii umkny 3miHu | TMny - 3miHu 3 AkocTi. FoToBUIA nikapcekuii 3acib. Onuc Ta
BUPOGHMLTBA, cknag. 3miHa y cknagi (4oNoMiXKHUX pevYoBUHAX) FOTOBOIO
KpiM BUMYCKY nikapcbkoro 3acoby (cmakosi Ao6aBkun abo 6apsHMKKM) - [lonaBaHHS,
cepil: BUITyYeHHS abo 3amiHa - BUIy4YeHO 3i cKragy AOMOMIKHUX PEYOBUH
TOB edpipHMX onit Ta 3MiHeHO apomaTtu3aTtopu. 3miHu | Tuny - 3miHuK 3
"®APMEKC sKocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHW y BUPOGHMLTBI. 3MiHa
reyn", po3mipy cepii (BKItoYao4uu diana3oH po3mipy cepii) roToBoro
YkpaiHa nikapcbkoro 3acoby (iHLi 3MiHW) BBEAEHHS O0AATKOBOrO po3Mipy
cepii ['M13 (3atBepmkeHo: 5,0 kr; 35,0 kr; 50,0 kr; 3anponoHoBaHo:
5,0 kr; 20,0 kr; 35,0 kr;50,0 kr)
197.| TAHTIBEPT TabneTku 3i cMakoM ToBapucTso 3 YkpaiHa Bunyck cepii: YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiiHux maTepianis: 3miHu | Tuny - 3miHu 3 be3 UA/16482/01/01

anenbCcuHy no 3 mr,

0BMEXEHO

ToBapucTBO 3

sikocTi. CepTugikat BignosigHocTi/l'E-cepTudpikat BignosigHocCTi

peuenma
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 10 TabneTok y BiANoBiAanbHi obmexeHoto €sponewicbkin apmakonei/moHorpadii. 3miHW, nos'a3aHi 3
6nicTepi; no 1, 2 abo CTHO BignoBiganbHicT HeobXiaHICTI0 NpMBeAeHHs y BiANoOBIAHICTb A0 MoHorpadii AdPY abo
3 Bnictepu B navui "®dapmaueBTu 10 €Bponencbkoi hapmakonei, abo iHLWOoi HauioHanbHoi hapmakonei
YHa bipma "®apmaueBTnNyH Aepxasu €C (iHWi 3MiHW) 3MiHa KPUTEPIiB NPUAHATHOCTI 3a
"BepTtekc" a chipma nokasHukom «MikpobionoriyHa yicToTay y cneuudikadisx Ha
"BepTekc", OOMOMIDKHI pe4OBWHM rinpomMenosa, MarHito cteapat Ta caxapuH
YKkpaiHa; HaTpito.
Bci ctagii umkny 3MinHu | TNy - 3miHK 3 sikocTi. FoToBUIA Nikapcbkuii 3aci6. Onuc Ta
BUPOOBHMLTBA, cknag. 3miHa y cknapgi (AoNoMiXKHUX pe4oBMHAaX) rOTOBOrO
KpiM BUMYCKY nikapcbkoro 3acoby (cmakosi fobaBku abo 6apBHWKK) - [lonaBaHHsS,
cepil: BUITyYeHHS abo 3amiHa - BUIy4YeHO 3i ckragy AOMOMKHUX PEYOBWH
TOB edhipHMX onit Ta 3MiHeHO apomatu3atopu. 3miHu | Tuny - 3miHuM 3
"®APMEKC [KocTi. [oToBWI Nnikapcbkuin 3aci6. 3MiHM y BUPOOHMLTBI. 3MiHa
reyr, po3Mipy cepii (BkItoYaroum gianasoH po3mipy cepii) roToBoro
YkpaiHa nikapcbkoro 3acoby (iHLi 3MiHW) BBeAEHHS 404ATKOBOrO po3Mipy
cepii M3 (3atBepaxeHo: 5,0 kr; 35,0 kr; 50,0 Kr; 3anponoHOBaHoO:
5,0 kr; 20,0 kr; 35,0 kr;50,0 kr)
198.| TAPLEBA® TabneTkn, BKpUTI . XodbdpmanH- | Lsenuapi Henbdapm ITanis/ BHECEHHS 3MiH 10 peecTpaLliiHix maTepianis: 3miHu | Tuny - 3a UA/5372/01/02
NniBKOBOIO Js Pow Jitg a Minawno, C.P.J1., LLiserinapisa BHECEHHS HE3HaYHOi 3MiHN po3mipy NopoxHuHK bnictepa (PVC) ans | peuenmom
obornoHkoto, no 100 ITanisa npenapaty TAPLLEEBA®, TabneTkun, nokpuTi NNiBKoBOHO 060MOHKO0
mr; no 10 TabneTok (BUpOBHMLTBO no 100 mr Ta no 150 mr, sikni BUpoBnseTbCS Ta NakyeTbCsA Ha
y 6nicTepi; no 3 Hepo3dacoBaHo ainbHuyi Jenbdgapm Minano C.P 11, Itanis (BupobHMuTBO
6nictepu B i npoaykuii, Hepo3dacoBaHoi NPOoAYKLii, NaKyBaHHS, BUNPOOYBaHHSA KOHTPOIO
KapTOHHiIN kopooLi nakyBaHHs, skocTi). I3 BnpoBamkeHHam denbdapm MinaHo sk AinbHuLI
BMNpPOOyBaHHS NEepPBUHHOTIO | BTOPMHHOIO MakKyBaHHA cneundikalii nakyBanbHOro
KOHTpOIo maTepiany 3anuiatnTbCa He3MiHHUMU. BBeaeHHs 3MiH npoTarom 6-
SIKOCTI); TV MicsILiB Nicns 3aTBEpPOXKEHHS; 3MiHW | TUNY - BHECEHHS HE3HaYHOT
®.XobdpmaHH- 3MiHWM 0O CKNagy 30BHILLHBOTO LWapy 6nicTepy, SKui He KOHTaKTYE i3
Ila Pow J1A4, roToBUM riikapcbkum 3acobom TAPLIEBA®, Tabnetku, nokpuTi
LLiseniuapis nniskoBot o6onoHkot no 100 i 150 wmr, skt BUpobnseTbcst Ta
(BunpobyBaHHS nakyetbcsa Ha AinbHuui Jenbdapm Minano C.P.J1, ITanisa
KOHTpOIo (BMPOOHMLTBO HEpO3dacoBaHOI NPOAYKLi, NaKyBaHHS,
AKOCTI, BUNpPoOYBaHHSA KOHTPOIIO SIKOCTi). |3 BnpoBamkeHHsM Oenbthapm
nakyBaHHs, MinaHo Sk AinbHULI NEPBMHHOIO | BTOPMHHOIO MaKyBaHHA
BUMYCK cepii); cneuudikauii nakyBanbHOro maTepiany 3anuiiaTbCa HE3MIHHUMM,
& . XodhdpmaHH- 3MiHM AKICHOrO CKnagy NepBUHHOIO MaKyBaHHS, IKe KOHTaKTye 3
Ila Pow J1A4, npenapatom He Biabynock. Cknaa antomiHieBOi NOKPUBHOI Onbrn
LLiBenuapis iAEHTUYHWIA BHYTPILLHIN YaCTUHI, SiKa KOHTAKTYE 3 MpenapaTom.
(Bunyck cepii); [MponoHyeTbCA 3MiHa NaKy 30BHILLUHBOTO LIapy antoMiHieBOI
®.XocbpmaHH- NOKPUBHOI dhornbru Ans 3abesneyeHHs nasepHoro Apyky. BeeaeHHs
Na Pow N1A, 3MiH NPOTArom 6-Tu MiCsILiB MiCNsi 3aTBEPOKEHHS
LLseniuapis
(BPOGHULTBO
Hepo3dacoBaHo
T npoaykKuii,
BUNPOOYBaHHS
KOHTpOIo
SIKOCTi)
199.| TAPLIEEBA® TabneTkn, BKPUTI ®.XocpdmaHH- | Lsenuapi Henbdapm ITanis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTepianis: 3mibu | Tuny - 3a UA/5372/01/03
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NniBKOBOO Ja Pow Jta a MinaHo, C.P.J1., LLisenuapis BHECEHHS He3HaYHOI 3MiHM po3mipy nopoxHuHK Gnictepa (PVC) ans | peuenmom
obonoHkoto, no 150 ITanisa npenapaty TAPLIEBA®, TabneTtku, noKpuTi NniBkoBOKO 0B60MOHKO
mr; no 10 TabneTok (BUpOBHMLTBO no 100 mr Ta no 150 mr, skunii BUpobnseTbCS Ta NakyeTbCA Ha
y 6nictepi; no 3 HeposdacoBaHo ainbHuLi Oenbdapm Minano C.P.J1, Itania (BupobHnuTBO
6nictepu B i npoaykui, HepoadhacoBaHOi NpoAyKLUii, NakyBaHHs, BUNPoOyBaHHSA KOHTPOMIO
KapTOHHiI kopooLi nakyBaHHs, skocTi). I3 BnpoBamkeHHam denbdapm MinaHo sk AinbHuLi
BUNPOBYBaHHs NepBUHHOIO | BTOPMHHOIO MaKyBaHHA cneuudikauii nakysanbHOro
KOHTpOIo marepiany 3anuatnTbCs He3MiHHUMK. BBeaeHHs 3MiH npoTsarom 6-
SIKOCTI); TV MicsLiB nicns 3aTBEPAXEHHS; 3MiHM | TUNY - BHECEHHS HE3HaYHOI
®.XobdpmaHH- 3MiHW [0 cknady 30BHILHBOTO LWapy 6nictepy, ki He KOHTaKTYeE i3
Ila Pow Jl1A4, roToBUM riikapcbkum 3acobom TAPLIEBA®, TabneTku, nokpuTi
LLisenuapis nniekoBoto o6onoHkoto no 100 i 150 Mr, skMin BUPOGRsSiETbCA Ta
(BunpobyBaHHsS nakyetbcs Ha adinbHuui Jensdapm Minano C.P.J1, ITanis
KOHTpOIo (BMPOBHMLTBO HEpPO3dacoBaHOI NPOAYKLIi, NaKyBaHHS,
SAKOCTI, BUNPOOYBaHHSA KOHTPOIO SKOCTi). |3 BnpoBagkeHHsM denbdhapm
nakyBaHHs, MinaHo Sk AinbHULI NEPBMHHOIO | BTOPMHHOIO MaKyBaHHA
BUMNYCK cepii); cneumdikauii naKyBanbHOro matepiany 3anuianTbCa HE3MIHHUMM,
®.XodbpmaHH- 3MiHM SKICHOrO CKNagy NepBUHHOIO MaKyBaHHS, IKe KOHTaKTye 3
Ila Pow Jl1A4, npenapatom He Biabynock. Cknag antomiHieBOi NOKPUMBHOI oMb
LLisenuapis iAEHTUYHNIA BHYTPILLHIN YaCTUHI, Ka KOHTAKTY€E 3 mpenapaToM.
(Bunyck cepii); [MponoHyeTbCA 3MiHa NaKy 30BHILLUHBOTO Lapy antoMiHieBOT
®.XobdpmaHH- NOKpPUBHOI dhonbrn Ans 3abesneyeHHs nasepHoro Apyky. BeeaeHHs
Ila Pow Jl1A4, 3MiH MPOTAroM 6-TW MicALiB Nicns 3aTBEpAXKEHHS
LLisenuapis
(BMpOBHMLTBO
Hepo3dacoBaHo
T npoaykKuii,
BMNpPOOyBaHHS
KOHTpOIo
SIKOCTI)
200.| TAY®OH- Kpanni O4Hi, PO34uH, MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/1894/01/01
OAPHULUA 40 mr/mn; no 5 mn "®apmaueBTu "®apmaLeBTUYH wopno 6esnekun/edekTMBHOCTI Ta hapMakoHarnsay - OHOBMEHHS peuenmom
abo 10 mny YHa ipma a gipma TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKoro 3acoby 3 BHECEHHAM
dnakoHi no 1 "OapHuus" "NapHuus” iHcpopmaLii Loao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
nakoHy B mayui BHeceHHs 3miH Ao po3sainy “MapkyBanHs” MKA J13. 3anponoHosaHo:
MAPKYBAHHA BignosigHo 0o 3aTBEpAXeHOro TEKCTY MapKyBaHHS.
TepMiH BBEAEHHSA 3MiH NpOTArom 6 MicsLiB Nicnsa 3aTBEPAKEHHS
201.| TENCAPTAH TabneTtku no 80 wmr; O-p Peppi'c IHais O-p Pegpi'c IHAis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHK 3a UA/14589/01/01
no 10 TabneTok y JlabopaTopic JlabopaTopic oo 6e3nekn/edhekTUBHOCTI Ta (hapmakoHarnsigy - BHECEHHS 3MiH | peuernmom
6nictepi; no 1 abo 3 Nto Ita, BupobHunya o po3sginy «MapkyBaHHsi»: 3anpornoHoBaHo: MapkyBaHHS 3rigHo
onictepu B ainbHUUA - 1l 3aTBepKeHOro TEKCTY MapKyBaHHS. BBeeHHA jogaTkoBoro
KapTOHHI kopobui nakyBaHHsi 3 BHECEHHSIM iHpopmalLii LWoao 3a3HaYeHHs OAUHULb
BMMIiptoBaHHs y cuctemi Sl. BBegeHHs amiH npoTtsarom 6-tu micauis
nicns 3aTBepAKEHHs; 3MiHM | Tuny - 3miHn 3 skocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcekoro 3acoby -
OHOBMEHHS BXe 3aTBEPAXXEHUX METO/AIB KOHTPOMIO SIKOCTI
nikapcbKoro 3acoby, a caMe BUKINafeHHs TEKCTY AepXXaBHOK MOBOIO
3rifHO cy4acHWX BUMor. BBeeHHs 3MiH NpoTAroM 6-Tu micsauiB nicns
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3aTBEPAKEHHS!
202.| TENCAPTAH TabneTtku no 40 wmr; O-p Peppi'c IHpis O-p Pegpi'c IHAis BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/14589/01/02
no 10 TabneTok y JTabopaTtopic JlabopaTtopic oo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - BHECEHHS 3MiH | peuyernmom
6nictepi; no 1 abo 3 Iita N1a, BupobHuya Ao po3sginy «MapkyBaHHs»: 3anponoHoBaHo: MapkyBaHHS 3rigHO
Gnictepu B ainbHMug - 1l 3aTBEPPKEHOr0 TEKCTY MapKyBaHHs. BBefeHHA JoAaTKOBOro
KapTOHHiI kopooLi nakyBaHHs 3 BHECEHHSAM iHcpopMalLlii LWoAo 3a3HavYeHHs OaMHMLb
BMMIiptoBaHHS y cuctemi Sl. BBegeHHs amiH npotarom 6-tn micauis
nicns 3aTBepAKeHHs:; 3miHu | Tuny - 3miHn 3 sikocTi. [oToBMI
nikapcbkuii 3aci6. KoHTporb rotoBoro nikapcbkoro 3acofy -
OHOBJIIEHHSI BXX€E 3aTBEPOXKEHUX METOZIB KOHTPOIO SKOCTI
nikapcbKoro 3acoby, a caMe BUKINaAeHHs TEKCTY AepXXaBHOK MOBOIO
3rifHO Cy4acHWx BUMor. BBeAeHHs1 3MiH NpoTAroM 6-Tu micsauis nicns
3aTBEPAKEHHS!
203.| TEHOXOMN-E TabneTkn, BKpUTI Makneopac IHpia Makneoac IHais BHECEHHS 3MiH IO peecTpauiiHiX MaTepianiB: BUNPaBeHO TEXHIYHY 3a UA/13280/01/01
NniBKOBOO dPapmacboTuk dapmacbioTukan NMOMWIIKY B iHCTPYKLiT ANs MeQnYHOro 3acToCyBaHHS NikapCbKoro peuenmom
obornoHkoto, no 300 anc Jliviteq c Nimiteq 3acoby, a came BunpaeneHi opdorpadiyHi NOMUIKK y posginax
mr/200 wmr; no 30 "®apmakonoriyHi BnactusocTi", "OcobnmBocTi 3acTocyBaHHs" Ta
TabneTok y dnakoHi, "Mo6iyHi peakuiji”. 3a3HayeHe BUNpaBIeHHs BignoBigae matepianam
no 1 dnakoHy B peecTpaLinHoro AOCLE
KapTOHHIN ynakoBLi
204.| TEPA®INEKC | kancynu, no 30, abo TOB "baiiep" YkpaiHa BupoGHuK, CWA BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 bes UA/7749/01/01
® 60, abo 120, abo BianosigansHUin sikocTi. [oTOBMI Nikapcbkui 3aci6. Cuctema peuenma
200 kancyn y 3a naKyBaHHS, KOHTeWHep/3aKynoptoBanbHuiA 3aci6. 3miHa po3Mipy ynakoBku
nnacTuKoBOMYy KOHTpOnb Ta roTOBOro MikapcbKoro 3acoby (3MiHa KinbKoCTi ognHULbL (Hanpuknag
dnakoHi; no 1 BUMYCK cepii: TabneTok, amnyn ToLo) B ynakoBLi:) - 3miHa no3a gianaszoHoMm
hbnakoHy B KoHTpakT 3aTBepAKEeHVX pO3MipiB ynakoBku. [lonaBaHHA HOBOI yMaKOBKM:
KapTOHHiI kopobui dapmakan nnacTtukoBuin donakoH no 200 kancyn B KapTOHHI kopobui, 6e3 3MiH
Kopnope#LuH, NepBUHHOrO NakyBarbHOro martepiany, 3 BignoBiaAHMMKU 3MiHaMu B p.
CLUA; «YnakoBka» Ta p. « TepmiH npugaTHocTi». BBeAeHHs 3MiH npoTsarom
BupobHuk, 6 MmicaliB nicns 3aTBepPOXEHHS.
BigNoBiganbHUN
3a BUPOOHULTBO
in bulk:
KoHTpakT
dapmakan
Kopnope#LuH,
CLIA
205.| TEPXUHAH TabneTku BariHanbHi TlabopaTopii ®paHuis CodpapTekc PpaHuis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | TUny - 3mMiHK 3a UA/8116/01/01
no 6 abo no 10 Bywapa oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsiay. BeegeHHs abo | peyenmom
TabneTok y cTpuni; Pekoppaari 3MiHW 00 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy

no 1 ctpuny y
KapTOHHIl kopobui

(BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnsgy,
3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHOI 3a 3AiINCHEHHS
(hapmakoHarnsigy; KOHTakTHoi ocobu 3 hapmakoHarnsgy 3asiBHUKa
ONsa 30iMcHEHHSA chapmakoHarnsay B YKpaiHi, SKLLO BOHA BigMiHHA
Bi ynoBHOBaxkeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsay (BKNYarym KOHTaKTHI faHi) Ta/abo 3miHu y
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
PO3MiLLieHHI MacTep-banna cuctemm papmakoHarnsay) - amiHa
yNoBHOBaXeHOi 0CcobU 3asiBHKKA, BiANOBiAaNbHOI 3a
(bapmakoHarnag.
lMponoHoBaHa pepakuisi: Paola Pirovano. 3MiHa KOHTaKTHUX 4aHUX
ynoBHoBaxeHoi ocobu, BianoBiaanbHoi 3a hapmakoHarnsg.
3miHa Micus 34iNCHEeHHA OCHOBHOI AisSiNbHOCTI 3 dhapmakoHarnsgy
206.| TETPAKCUM cycnenasis ans CaHodi ®paHuis CaHodi MNacTtep, ®paHuis/ BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/13069/01/01
®/TETRAXIM iH’ekuin, no 1 Mactep ®paHuia YropwuHa OHoBreHHs po3sginie CTD gocbe ans gitovoi pevoBuHu Inactivated | peuenmom
BAKLUUHA nonepegHLo (NOBHMI LWKN Vero Trivalent Poliovaccine Bulk 3 MeToto rapmoHi3aLii iHdpopmalii
ansa 3anoBHeHOMY BMPOGHMLTBA, Ta OHOBMEHHHA AaHUX ANSA BiAMOBIAHOCTI 3 MPOMMWCIIOBOIO
MPO®ITAKT wnpwuuy no 0,5 mn KOHTPOIb SIKOCTI, OOKyMeHTaujien. TepMiH BBe4EHHS 3MiH - ciyeHb 2022; 3miHn | Tuny -
UKH (1 po3a) 3 BTOPUHHE 3BY)KEHHS JOMYCTUMUX MEX Npu BU3HAYEHHI BakTepianbHUX
OUOTEPII, NPUKPINIeHo nakyBaHHS, €HOO0TOKCUHIB y MpoLeci BUpobHMLUTBA Aito4oi pevoBuHuM Inactivated
NMPABLA, rornkoto (abo 2-ma BUMNYCK cepii); Vero Trivalent Poliovaccine Bulk 3 < 50 IU/ml go < 50 IU/ml. TepmiH
KALLJTIOKY OKpEMUMU rorkamu), CaHodi-ABeHTiC BBEEHHS 3MiH - cideHb 2022; 3MiHM | TUny - BUOAneHHs TecTy
(ALUENONAP | wo mictuts Mpamsit Ko. Mycoplasma ans cynepHaTaHTiB KOHTPOMbHUX KMITWUH Y NPOLIECI
HUN cycneHxsito ans Nra., BUPOOHMLTBA iHAaKTMBOBaHMX noniosipycie TuniB 1, 2 Ta 3. TepMmiH
KOMIMOHEHT | iH’ekuii, B KApTOHHiIW MnaTtdpopma BBEOEHHS 3MiH - cidyeHb 2022; 3MiHu | TUNY - BUSHAYEHHS BMICTY
)TA kopobui; no 1 noricTvkn Ta BakTepianbHMX eHOOTOKCUHIB Y Mpoueci BUpobHMLTBa
noniomieni nonepeaHLo AncTpubyii y m. iHaKkTMBOBaHWX noniosipycis TuniB 1, 2 Ta 3 Ha cTagil
TY 3anoBHEHOMY BypanewT, KOHLIEHTPOBaHWMX OYULLLEHMX BipYCHMX cycneHsin (CPVS) Ta
AOCOPBOBA | wnpuuy no 0,5 mn YropwwmHa MOHOBaneHTHMX 6ankiB 3amMiCTb KOHTPOIIO Yy NpoLeci BUpOGHMLTBa
HA, (1 po3a) 3 (BTOPYHHE (IPC) Ha cTagii npomixkHnx CPVS. TepMiH BBeAEHHS 3MiH - CiYeHb
IHAKTUBOBA | npukpinneHoto nakyBaHHs1, 2022; 3MiHu | TURY - 3MiHK y BUNPOBYBaHHi NpU BU3HAYEHHI
HA, PIOKA rornkoto (abo 2-ma BUNYCK cepii) aKTUBHOCTI 3BOPOTHOI TPAHCKPUMNTa3n METOAOM (hIyOpeCLEHTHO-
OKpeMUMU rorkamu), MiyeHoi 3BopoTHOI TpaHckpunTasu (FPERT, fluorescent product
LLIO MICTUTb enhanced reverse transcriptase), LLlO BUKOPUCTOBYETLCA A
cycneHsito ang KOHTponto pobo4oi NociBHOT napTii y npoueci BUpo6HMLTBa
iH’EKUIN B KAPTOHHIN iHakTMBOBaHWX noniosipycis TuniB 1, 2 Ta 3. TepmiH BBEAEHHS 3MiH -
kopobui, B siki ciyeHb 2022; 3MiHu | TUNY - AOoAaBaHHA anbTepHAaTUBHOIO MeToay
MiCTUTBCA MNP 3 mikpomaTpuyHum aHanizom (PCR and microarray) ans
cTaHaapTHO- BM3Ha4veHHss Mycoplasma Ha cTagii 36opy ognHnyHmux Bipycis (Single
eKCrnopTHa ynakoBka Virus Harvest) y npoueci BUpoGHMULTBa iHaKTMBOBaHMX NomioBipyciB
Ta IHCTPYKUia ans TmniB 1, 2 Ta 3. TepmiH BBeAEHHS 3MiH - ciyeHb 2022; 3miHu Il Tuny -
MeaUYHOro 3MiHM y npoueci BUpobHuUTBa Ha cTagii Concentrated Trivalent
3aCTOCYyBaHHs Poliovaccine Bulk Ha 0CHOBI aHani3y KpUTUYHOCTI npoLecy,
nepernsg napameTpis BUPOOHMLTBA. TepMiH BBEAEHHS 3MiH - CiYeHb
2022
207.| TIAMEKC PO34UH ANS iH eKUin MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHux mMaTtepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/16935/01/01
50 mr/mn, no 2 mn B aKuioHepHe akKujioHepHe akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax crneuudikauin peuernmom
amnynax, no 5 TOBapUCTBO TOBapUCTBO Ta/abo [oMyCTUMUX MeX, BU3HaYeHNX y cneumdikauisx Ha AP, abo
amnyn y 6nictepi, no "Nekxim- "NekxiMm-Xapkis" BUXiOHWIA/NPOMIXXHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
2 BnicTepu B nayuj, Xapkis" npoteci BupobHmuTea AP| (BUNyYeHHS HE3HAYHOTO MOKa3HMKa

no 5 mn B amnynax,
no 5 amnyny
onictepi, no 1

SIKOCTi (Hanpuknaz, BUIyYeHHs 3acTapirioro nokasHuka)): CynyTHs
3MiHa - 3MiHu 3 sikocTi. ADI. KoHTponb A®I. 3miHa y MmeToaax
BUnpobyBaHHsA APl abo BMXigHOrO MaTepiany/npoMiKHOro
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
6nictepy B nayui NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y NpoLeci BUPOGHMLTBA
A®I (He3HayHi 3MiHW y 3aTBEPOXEHWUX MeToAaX BUNPOOYBaHHS)
(5.1.6.2. (a) 1A),BunyyeHHs 3i Cneundikadii / Metogis BunpobyBaHHSs
KOHTPOMb 3a NokKa3HnkoM "Baxki metanu" ans AdI
ETvnmeTtunrigpokemnipnanHy cykumHaTy
208.| TIKOBAK cycneHsist ansi MNeAN3EP CWA Bakctep AT, ABcTpisi/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3 3a UA/16695/01/01
BAKLUHA iH'ekuin no 2,4 EWY.CLII. AscTpis Benebris sikocTi. FoTOBMIA Nikapcbkuid 3acib. 3MiHM Y BUPOBHULTBI - peuenmom
anAa mkr/0,5 mn (1 gosa KOPMOPENLL (BUpOBHMLTBO pepakuinHe oHoBneHHs eCTD pgocke po3ainy 3.2.P.3.5 Process
MPO®INAKT Ans 4opOCnuX), no H npoaykTy y Validation Summary Report - Introduction of Human Serum Albumin
UKH 0,5 mn cycneHsii y dopwi in bulk; Next Generation; 3miHn | Tuny - 3miHn 3 skocTi. [0TOBMI Nikapcbkun
KNIWOBOIO | nonepenHbo HaMoOBHEHHS 3aci6. KoHTponb rotToBoro nikapcbkoro 3acoby. 3miHa y metoaax
EHUE®ATNITY | 3anoBHeHOMY wnpuuiB); BMNPOOYBaHHSA roTOBOro Nikapcbkoro 3acoby (HeaHa4Ha 3MiHa y
KYNbTYPAI O[IHOpPa30BOMY Bakctep AT, 3aTBEpAKEHNX MeToAax BUNPOOyBaHHS) - 3amiHa
bHA winpwui; no 1 ABCTpis xpomaTtorpadiyHoro obnagHaHHs Akta FPLC System Ha
IHAKTUBOBA | wnpuuy (koHTpOnb obnagHaHHs Akta Pure System 1 Tta Akta Pure System 2 gns
HA BKI1afieHOMY Y akocTi); bakctep nposefeHHs BUNpobyBaHHSA 3a NOKa3HWKOM SIKOCTi BMICT aHTureny
OYULLUEHA 6nictep; no 1 AT, AcTpisi (Antigen content) 6e3 3miHu MeTOaMKM
COPBOBAHA | GnicTepy Ta (koHTpOIb
OKPEMOHO FOSIKO Y SIKOCTI);
KapTOHHIN kopobui Mdpanszep
MeHtodekyypuH
r AecTpia M'm6X,
ABcTpis
(koHTpOnb
AKOCTI);
Mdparnzep
MeHtodekyypuH
r benbria HB,
Benbris
(nakyBaHHs,
MapKyBaHHS1,
BUNYCK cepii)
209. TIKOBAK cycneHsisi ansi NOAN3EP CLUIA Bakctep AT, AscTpis/ BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3aMiHu | Tuny - 3miHK 3a UA/16695/01/01
BAKUMHA iH'ekuin no 2,4 ENY.CLL. ABCTpis Benbrisa wono 6esneku/edhekTBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom
anAa mkr/0,5 mn (1 gosa KOPMOPENLL (BUPOGHMLITBO 3MiHM 0O y3aranbHEHUX AaHUX Npo cuctemy chapmakoHarnsagy
MPO®INAKT Ans 4opocnux), no H npoaykTy y (BBEAEHHSA Y3aranbHEHUX AaHWX Npo cucteMy dbapmakoHarnaay,
UKU 0,5 mn cycneHsii 'y dopwmi in bulk; 3MiHa yNoBHOBaXeHOi ocobu, BianoBiaanbHoI 3a 3aiMCHEHHS
KNILLOBOIro | nonepeaHbo HarnoBHEHHS dapmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asBHUKa
EHUE®ATNITY | 3anoBHeHOMY wnpuuiB); Ans 34iNCHeHHs dhapmakoHarnagy B YKpaiHi, AKLLIO BOHa BigMiHHa
KYINbTYPAN OZIHOpPa30BOMY Bakctep AT, Bif] yNnoBHOBaXeHOi 0cobw, BignoBiaanbHOI 3a 34iCHEHHS!
bHA wnpuui; no 1 ABcTpis dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
IHAKTUBOBA | wnpuuy (koHTpOnb po3MilLieHHi MacTep-charina cuctemn dbapmakoHarnagy) - amiHa
HA BKNageHoMy y skocTi); bakctep YMOBHOBaXeHOi 0coby 3asiBHWKa, BigNoBifanbHOI 3a 34iNCHEHHS
OYULLUEHA 6nictep; no 1 ATl', ABcTpisi dapmakoHarnsaay: NponoHoBaHa penakuis: bapbapa [le Beprapai/
COPBOBAHA | GnicTepy Ta (koHTpOnb Barbara De Bernardi. 3miHa KOHTaKTHWX A@HNX YNOBHOBAXEHOT
OKPEMOHO FOfKO Y SKOCTI); ocobu 3asBHMKA, BigNoBiganbHOI 3a 34iMCHEHHSA dhapMakoHarnsay

KapTOHHiIl kopobui

Mdparnzep
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n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o

n 3acoby ynakoeka) noceio4yeHHs1

MeHtodekdypuH
r ABcTpist TM6X,
ABCTpis
(koHTponb
AKOCTI);
Mdbansep
MeHtodekdypuH
r Benbria HB,
Benbris
(nakyBaHHs,
MapKyBaHHS1,
BMNYCK cepii)

210.| TIKOBAK cycneHsis ons MOANSEP CWA Bakctep AT, ABcTpisi/ BHECEHHS 3MiH O peecTpaLinHMX maTtepianis: 3MiHu | Tuny - 3MiHu 3 3a UA/16694/01/01
D)KYHIOP iH'ekuin no 1,2 ENY.CLML. ABCTpis Benbris sKOCTi. [0TOBMI Nikapcbkuii 3aci6. 3MiHM y BUPOBHMUTBI - peuenmom
BAKLUMHA mkr/0,25 mn (1 gosa KOPMOPENLL (BUpOBHMLTBO pepakuinHe oHoBneHHs eCTD gocke po3giny 3.2.P.3.5 Process
ansa ans giten), no 0,25 H npoaykTy y Validation Summary Report - Introduction of Human Serum Albumin
MPO®INAKT MI CyCreHsii y dopwi in bulk; Next Generation; 3miHn | Tuny - 3miHn 3 skocTi. [0TOBMI Nikapcbkun
UKH nonepegHL0 HanoBHEHHS 3aci6. KoHTponbk rotoBoro nikapcbkoro 3acoby. 3miHa y metogax
KNILWOBOIO | 3anoBHeHOMY wnpuuiB); BUMNPOOYBaHHSA rOTOBOrO NiKapCbKoro 3acoby (He3HayHa 3miHa y
EHUE®ANITY | ogHopasoBomy Bakctep AT, 3aTBEpAKEHNX MeToAax BUNPOOyBaHHS) - 3amiHa
KYNbTYPAI wnpui; no 1 ABCTpis XxpomaTorpadiyHoro obnagHaHHst Akta FPLC System Ha
bHA Lwnpuuy (koHTpOnb obnapHaHHA Akta Pure System 1 ta Akta Pure System 2 gnsa
IHAKTUBOBA | BknageHomy y akocTi); bakctep nposefeHHs BUNpobyBaHHS 3a NOKa3HWMKOM SIKOCTi BMIiCT aHTureny
HA 6nictep; no 1 Al', ABcTpist (Antigen content) 6e3 3miHn meToaukn
OYMLLEHA 6nictepy Ta (koHTpOnb
COPBOBAHA | okpeMoto ronkot y AKOCTI);

KapTOHHiI kopobui Mdpanzep
MeHtodekdypuH
r AecTpia M'mbX,

ABCTpis
(koHTpOnb
AKOCTI);
Mdpanzep
MeHtodekdypuH
r benbria HB,
Benbris
(nakyBaHHS,
MapKyBaHHS1,
BUNYCK cepii)

211, TIKOBAK cycneHsis ansi NOANIEP CLUA Bakctep AT, AscTpis/ BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | TUny - 3mMiHK 3a UA/16694/01/01
IXKYHIOP iH'ekuin no 1,2 ENY.CLMI. ABCTpis Benbris wono 6esnekun/echekTBHOCTI Ta hapMakoHarnsgy. BeeaeHHst abo | peuenmom
BAKLMHA mkr/0,25 mn (1 gosa KOPMOPENLL (BUpPOBHMLTBO 3MiHWM 0 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
onsd ans giten), no 0,25 H npoaykTy y (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnsgy,

MPOGINAKT MI CycreHsii y dopwmi in bulk; 3MiHa yNoBHOBaXeHOi ocobu, BiAnoBiganbHoI 3a 3AiMCHEHHS
UKU nonepeaHLo HanoBHEHHS (hapmakoHarnsiay; KOHTakTHoi ocobu 3 hapmakoHarnsigy 3asiBHUKa
KNiwoBoro 3anoBHEHOMY LnpuuiB); ONs 30iMcCHEHHA hapmakoHarnsay B YKpaiHi, KLU0 BOHa BigMiHHA
EHLUE®ANITY | ogHopasoBomy Bakctep AT, BiJ, YNOBHOBaXXe€HOT 0CO0M, BiANOBIganbHOI 3a 34iCHEHHS
KYNbTYPAN wnpuui; no 1 ABcTpis hapmMakoHarnagy (BKMOYayM KOHTaKTHi faHi) Ta/abo 3MiHu y
bHA Lwnpuuy (koHTpOnMb pO3MilLieHHI MacTep-dhanna cuctemm papmakoHarnsagy) - 3amiHa
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
IHAKTUBOBA | BkinageHomy y skocTi); bakctep YMNOBHOBaXeHOi 0cobM 3asiBHMKa, BignoBigansHOI 3a 30iNCHEHHS
HA 6nictep; no 1 Al', AscTpis apmakoHarnagy: MNponoHoBaHa peaakuis: bapbapa [e BepHapai/
OYULLUEHA 6nictepy Ta (koHTpOnb Barbara De Bernardi. 3miHa KOHTaKTHVMX AA@HNX YNOBHOBAXEHOT
COPBOBAHA | okpeMoto ronkoto y AKOCTI); ocobw 3asiBHKKa, BiANOBIAaNbHOI 3a 34iCHEHHS (hapMakoHarnaay
KapTOHHiN kopobui Mdpanzep
MeHtodekyypuH
r ABcTpist FM6X,
ABCTpis
(koHTpOnb
AKOCTI);
Mdpanzep
MeHtodekyypuH
r benbris HB,
Benbrisa
(nakyBaHHs,
MapKyBaHHS1,
BUNYCK cepii)
212.| TOBPEKC® Kpanni o4Hi, 3 Hosapric LLsenuapi AnkoH Kysi, IcnaHis/ BHECEHHS 3MiH IO peecTpaLiiHiX MaTtepianiB: BUNPaBeHO TEXHIYHY 3a UA/5438/01/01
2X mr/mm; o 5 mny Papma Al a C.A., IcnaHis; Benebriga NOMUIIKY B TEKCTi MapKyBaHHS BTOPMHHOI ynakosku J13 (BMpobHuk | peyenmom
nakoHi- AnkoH-Kyspbop, «AnkoH Kysi, C.A., Icnanis). SAMTPOMNOHOBAHO: 4. NIKAPCbKA
KpanenbHuui "Opon- Benbris SOPMA TA KINbKICTb OOVHNLb B YNAKOBLII Kpanni o4Hi 5 mn
TeliHep®"; no 1 5ml 5 MJ1 (ml) ®NIAKOH-KPAMENBHNLA OPOM-TEMHEP®11.
cbnakoHy- HAMMEHYBAHHA | MICLIE3HAXOXEHHA BUPOBHMKA
KpanenbHuui y TA/ABO 3AABHUKA BrpobHMK:
KOpoO6Li 3 KapTOHY AJIKOH KY3I, C.A. K/Kamin ®abpa, 58, 08320 Enb MacHoy,
BapcenoHa, Icnanis. BunpaBneHo TeXHi4YHY MOMUIKY B TEKCTI
MapKyBaHHs1 BTOPMHHOI ynakoBku 113 y ApykoBaHOMY BUMMSAI
(BnpobHuk «AnkoH Kysi, C.A., Icnanis). SANIPOMOHOBAHO: 13.
HOMEP CEPII NIKAPCBHKOIO 3ACOBY Maprt.: 3asHaueHe
BUNpaBfeHHs BignoBigae apxiBHUM MaTepianam peectpauiiHoro
[ocbe
213 TOHOPMA® TabneTku, BKpUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHux maTepianis: 3aMiHu | Tuny - 3miHu 3 3a UA/0516/01/01
obornoHkoto, no 10 "®apmaueBTn "®apmaLeBTUYH sikocTi. A®Il. KoHTponb A®I. 3miHa y meTopax BunpobysaHHst ADI peuenmom
Tabnetok y YHa hipma a dipma abo BMXigHOro maTtepiany/npoMiKHOro NPOAyKTy/peareHTy, LWo
KOHTYPHIl "OapHuus" "NapHuus” BMKOPUCTOBYETbLCS y npoueci BUpobHuuTea AP (iHwi 3mMiHn y
YapyHKOBIN MeToax BUNpobyBaHHS (BKMoYaroun 3amiHy abo AonoBHEHHs) ADI
ynakoBui; no 1 abo ab0o BUXigHOro/MPOMIDKHOTO MPOAYKTY) - 3MiHM B METOAaX KOHTPOIO
no 3 KOHTYPHi A®| ATeHomnon 3a NOKa3HWKOM «3anuLLKOBI KiNlbKOCTi OpraHivyHux
YapyHKOBI yNaKoBKX PO3YMHHUKIB» NPUBEAEHO Y BiAMNOBIAHICTL 4O MaTepianiB BUpO6HMKa
y nayui Kopran Research Laboratories Limited, India. HopmyBaHHs Ta
MeToavKa BUNpoOyBaHHSA 3anuileHi 6e3 3amiH
214 TOHOPMA® TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHux maTepianis: 3miHu | Tuny - 3miHu 3 3a UA/0516/01/01
obornoHkoto, no 10 "®apmaueBTn "®apmaueBTUYH skocTi. A®Il. Kontponb A®I. 3miHa y meTopax BunpobyBaHHs ADI peuenmom
TabneTok y YHa hipma a dipma abo BuxigHOro maTtepiany/npoMiXXHOro NPOAYKTYy/peareHTy, Lo
KOHTYpPHIn "OapHuus” "OapHuus” BMKOPUCTOBYETbLCS y Npoueci BUpobHuutea AP (iHWwi 3miHu y
YapyHKOBIW MeTofax BUNpobyBaHHA (BKIHoYaroumn 3amiHy abo AonoBHeHHs) ADI

ynakosLi; no 1 abo

abo BumxigHoro/npomixkHoro npoaykTy) - CynyTHs 3miHa - 3MiHu 3
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 3 KOHTYPHI akocTi. A®l. KoHTtponb A®I. 3miHa y napameTpax cneuudikauin
YapyHKOBI YMaKoBKK Ta/abo fonycTUMUX MEX, BU3HAYeHUX y cneumdikadisix Ha API, abo
y navui BVXiAHWI/NPOMIKHUIA NpoAyKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y
npoueci BupobHuuTea AdI (iHWi 3MiHK) - 3MiHK, @ TaKoX peaakuiiHi
YTOYHEHHS 40 creuundikaLii Ta MeToais BXigHOro koHTposo AdI
XnopTtanigoH 3a nokasHukamu: "lgeHTudikauis”, "Xnopungn", "Btparta
B Maci npu BMUCYLLYBaHHI" (BHECEHO pedakUinHi NpaBku Ta
YTOYHEHHS, AKi ohopMIieHi BignoBiagHo Ao ctunictukn AdY),
"CynpoBigHi AOMiLLKW"(HOPMYyBaHHS NpYBeAEHO BiAMOBIAHO A0
BumMor moHorpadii «Chlotalidone» EP (10.0) Ta cneumdikauii
BupobHvka MENADIONA, S.L., Spain. MeToavka npvBeaeHa
BignosigHo Ao moHorpadii «Chlotalidone» EP (10.0)), "KinbkicHe
BM3Ha4YeHHS"(BMMOra 40 CTYMNeHIo po3ainieHHs npuBedeHa y
BignoBigHicTb Ao BUMor moHorpadii «Chlotalidone» EP (10.0), Takox
BHECEHI pefakLUiviHi npaBkK, ki oopMIeHi BigNoBigHo 4o
ctunictukm OdY)
215 TPAUKOP® TabneTkn, BKpUTI ABGoTT HimeyvumH IpnaHAachki Ipnangis/ BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/7921/01/01
145 MI' nniBkOBOKO JlabopaTopis a JTaGopaTopii dpaHuis wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo | peyenmom
oboroHkoto, no 145 MmM6X ®ypHbe JlimiTea, 3MiHW 0O y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
mr; no 10 TabneTok Ipnangis (BBEOEHHS y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnsay,
y bnicTtepi; no 2 abo (BMpPOGHMLTBO in 3MiHa yNnoBHOBaXeHOi ocobu, BiAnoBiganbHoi 3a 34iCHEHHS
3 6nictepu y bulk); apmakoHarnsay; KOHTakTHOi ocobu 3 dhapmakoHarnsaay 3asgBHUKa
KapTOHHiIN kopobui Peuundapm ANs 34iMCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA
OOHTEH, Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
®paHuis dapmakoHarnsaay (BKIOYarum KOHTaKTHI AaHi) Ta/abo 3miHn y
(nakyBaHHS, pO3MilLieHHI macTep-hanna cuctemn papmakoHarnsaay) - amiHa
BUMYCK Ta yNoBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
KOHTPO~b Cepil) dapmakoHarmsa,.
MponoHoBaHa pepaakuis: Thomas Nisslein, DVM, PhD / Tomac
HiccnaH, DVM, PhD. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3as8BHUKA, BiANOBIAANbHOI 3a hapMakoHarnag
216 TPUOEPM® kpem; no 15r. OpraHoH LLisenuapi Lepinr-Mnay Benebris BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/2022/01/01
antoMiHiesin Tybi; no CeHTpan lct a Jla6o H.B. AnMiHicTpaTuBHI 3MiHW. 3MiHa HallMeHyBaHHs1 Ta/abo agpecu peuenmom
1 Ty6i y KapTOHHIN mM6X 3asBHUKA (BNacHWKa peecTpauinHoro NocBiaYeHHs ). 3miHa Ha3su
kopo6bui; no 30 r B 3asiBHMKA Bi4NOBIAHO A0 PilLeHHS KOMMaHii Ta YTOYHEHHS agpecu
antoMiHiesin Tybi; no 3asiBHVKa ANa NpuBegeHHs Y BinoBigHICTb 4O OHOBNEHOMO BUTATY 3
1 Ty6i y KapTOHHIN Toprosoro PeecTpy KkpaiHn 3asBHvKa. BBegeHHs 3amiH npoTtarom 6-tu
Kopobui MicsILIiB NMicnsi 3aTBEPAXKEHHS.
217 TPUBUMUH® | TabneTtkn TOB HB® YkpaiHa TOB HB® YkpaiHa BHECEHHS 3MiH 10 peecTpaLuiiHux maTtepianis: 3aMiHu | Tuny - 3miHK 3 3a UA/12303/01/01
JIOHI NPOMNOHroBaHoI Aji "MIKPOXIM" "MIKPOXIM" akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax cneuudikauin peuernmom

no 500 mr; no 28
TabneTok y 6aHuj;
no 1 6aHui B nayui 3
KapTOHY

Ta/abo [onycTUMUX MeX, BU3HAYEHNX Y cneumdikauiax Ha AP, abo
BUXiOHWUIA/NPOMIXXHUIA NpOAYKT/peareHT, L0 BUKOPUCTOBYIOTLCS Y
npoteci BupobHuutea APl - 3miHm y cneundikauii A®I y posaini
N3, y 38°513Ky 3 NpUBEAEHHAM METOZIB KOHTPOIO SIKOCTi AitoHOi

pevoBUHM 40 BUMOr MoHorpadii EP gitovoro BuaaHHs 3aTBepaXeHo:
metog TWX, % , He GinbLwe 0,2; 3anpornoHoBaHo: |aeHTHdIKoBaHI

nomiwkn(meton BEPX-MC/MC):
Oowmiwka A He 6Ginble 0,15% ; Jomiwka B He 6inbwe 0,15% ;
Howmiwka C He 6inbwe 0,15% ; Jomiwka DHe GinbLue 0,15%
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[TponoBxeHHs nojgaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Howmiwka E He Ginble 0,15% ; Jomiwka F He Ginblue 0,15% ; KoxHa
HeigeHTudikoBaHa aomilka He Ginbwe 0,10%; Cyma AOMILLOK - He
6inbwe 0,3%;
3MiHn | Tuny - 3MiHn 3 axkocTi. A®Il. KonTtponb A®I. 3miHa y meTogax
BMNpobyBaHHs APl abo BuxigHOro MaTepiany/npoMiKHOro
NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLECi BUPOBHMLITBA
A®| (iHwi 3mMiHK y MeToaax BUNpobyBaHHs (BKovakoumn 3aMiHy abo
nonoBHeHHs1) A®| abo BMXiAHOrO/MPOMIKHOrO NPOAYKTY) -
npuBefeHHs MeToa BUNpobyBaHHS Y BiAMOBIAHICTb 4O BUMOT
MoHorpadii EP gitouoro BugaHHs po3sain "CynpoBigHi gomiwku”, a
came BM3HaYeHHsI BMICT JOMILLIOK 3 BUKOPUCTaHHAM MeToay
piaMHHOT XpoMaTorpadii 3 Mac-geTekTopoM, sikuin nependadverHo EP

218,

TPUSUMUNH®
JIOHI

TabneTkn
NPOSIOHroBaHoI Aii
no 750 mr; no 28
TabneTtok y 6aHui;
no 1 6aHui B nayui 3
KapToHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3aMiHu | Tuny - 3miHu 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax cneuudikauin
Ta/abo gonycTUMUX MeX, BU3HaYeHNX y cneumdikauisx Ha AP, abo
BVXiAHWMI/NPOMIKHWI NPOAYKT/peareHT, LU0 BUKOPUCTOBYIOTLCS Y
npoteci BupobHuutea AP - 3miHn y cneundikauii A®I y posgini
M3, y 38°513Ky 3 NpuBEAEHHAM METOAIB KOHTPOIO SKOCTi AitoYOoi
peyoBMHM 0 BUMOTr MoHorpadii EP gitoyoro BugaHHs 3aTBepaKeHo:
metog TWX, % , He Ginblwe 0,2; 3anponoHoBaHo: laeHTudikoBaHi
pomiwkn(meton BEPX-MC/MC):

Dowmiwka A He Ginbwe 0,15% ; Oomiwka B He Ginbwe 0,15% ;
Howmiwka C He 6inbwe 0,15% ; Jomiwka DHe GinbLwe 0,15%
Dowmiwka E He Ginbwe 0,15% ; Oomiwka F He Ginbwe 0,15% ; KoxHa
HeigeHTudikoBaHa gomiwika He binbwe 0,10%; Cyma AOMILLOK - He
6inbwe 0,3%;
3MiHu | Tuny - 3MiHm 3 skocTi. A®Il. KonTponb A®I. 3miHa y meTopax
BunpobyBaHHA APl abo BMXiAHOrO MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NpoLeci BUpobHMLTBa
ADI (iHwi 3MiHM y MeTogax BUNpobyBaHHS (BKMoYao4uun 3amiHy abo
nonoBHeHHs) A®l abo BUXigHOro/MPOMiXKHOIro NPoaykTy) -
npuBeAeHHs MeToA BUNpobyBaHHS y BiANOBIAHICTL 4O BUMOT
MoHorpadii EP gitouoro BugaHHs po3ain "CynpoBigHi goMiwkun", a
came BM3HaYeHHsI BMICT JOMILLIOK 3 BUKOPUCTaHHAM MeToay
pianHHOI xpomaTorpadii 3 mac-geTekTopom, kv nepenbaverHo EP

3a
peuenmom

UA/12303/01/02

219.

TPU3SUMUH®
JIOHI

TabneTku
NPOSIOHroBaHoI Aji
no 1000 wmr; no 28
TabneTok y 6aHuj;
no 1 6aHui B nayui 3
KapToHY

TOB HB®
"MIKPOXIM"

YkpaiHa

TOB HB®
"MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH 40 peecTpauinHMX maTtepianis: 3MiHu | Tuny - 3MiHK 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax cneuudikauin
Ta/abo [onMyCTUMUX MeX, BU3HaYeHNX y cneumdikauisx Ha AP, abo
BUXiOHWI/NPOMIXXHUIA NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
npoteci BupobHuutea APl - 3miHu y cneundikauii A®I y posaini
M3, y 38°93Ky 3 NpuBeAEeHHAM METOZAIB KOHTPOIO AKOCTi AitoYOi
pevoBUHM A0 BUMOr MoHorpadii EP gitoyoro BugaHHs 3aTBEpAXKEHO:
metog TWX, % , He GinbLwe 0,2; 3anponoHoBaHo: |aeHTHdIKoBaHI
powmiwkn(metron BEPX-MC/MC):

Oowmiwka A He 6inblie 0,15% ; Jomiwka B He 6inbwe 0,15% ;
Howmiwka C He 6inbwe 0,15% ; Jomiwka DHe GinbLue 0,15%

3a
peuernmom

UA/12303/01/03




81

[TponoBxeHHs nojgaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

Howmiwka E He Ginble 0,15% ; Jomiwka F He Ginble 0,15% ; KoxHa
HeigeHTudikoBaHa aomilka He Ginbwe 0,10%; Cyma AOMILLOK - He
6inbwe 0,3%;
3MiHn | Tuny - 3MiHn 3 axkocTi. A®Il. KonTponb A®I. 3miHa y meTogax
BMNpobyBaHHs APl abo BuxigHOro MaTepiany/npoMiKHOro
NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCA Y NPOLECi BUPOGHMLTBA
A®| (iHwi 3mMiHK y MeToaax BUNpobyBaHHs (BKovakoumn 3aMiHy abo
nonoBHeHHs1) A®| abo BMXiAHOrO/MPOMIKHOrO NPOAYKTY) -
npuBefeHHs MeToa BUNpobyBaHHS Y BiAMOBIAHICTb 4O BUMOT
MoHorpadii EP gitouoro BugaHHs po3sain "CynpoBigHi gomiwku", a
came BM3HaYeHHsI BMICT JOMILLIOK 3 BUKOPUCTaHHAM MeToay
piaMHHOT XpoMaTorpadii 3 Mac-geTekTopoM, sikuin nependadverHo EP

220.

TPUMEK

MOPOLLIOK A5t
PO3YuHy Ans
iH'ekuin, no 1000 wr,
1 donakoH 3
MOPOLLKOM Y
KapTOHHiI kopooLi

TOB
"Ctenekc"

YkpaiHa

TOB "ABAHT",
YkpaiHa
(nakyBaHHsi i3
dopmum in bulk
dipmun-
BUpPOBHMKa
HCIC Xeben
XyamiH
dapmachkioTikan
Komnawi
JlimiTen, Kutan)

YkpaiHa

BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3miHu | Tuny —
3BY)XEHHS JONYCTUMMX MEX Ta 3MiHa Npodinto AOMILLOK (NpuBeaeHo
y BigNoBigHICTb A0 BUMOr MoHorpadii «Ceftriaxone for injection»
USP Ta matepianis BUpobHvka) 3a NokasHMKOM « CTOPOHHI
powmiwwku» cneumdikauii Ha '13; 3anponoHoBaHo
CTtopoHi gomiwkun OeauetunuedoTakcum naktoH < 0,5%,
LledTpurakcoH TpuasuH aHanor < 1,0%, LledpTprakcoH
6eHsoTiaszonin okeum < 0,2%, Oiaumn uedTprakcoH < 1,0%,
LledTprakcon-3-eHe isomep < 0,3%, LiedpTpmakcoH E-izomep <
1,0%, Byab-sika iHguBigyanbHa HecneumdivyHa gomiwka < 0,2%,
Cyma pomiwok < 2,5%; 3minn | Tuny - cneuudikauito 13 gonosHeHo
nokasHukom «KpucTaniyHicTb» 3 BignoBigHM METOAO0M
BUMNPOOYBaHHS y 3B’A3Ky 3 NPUBEAEHHSM Y BiAMNOBIAHICTb 4O BUMOT
moHorpadii «Ceftriaxone for injection» USP; 3miHn | Tuny: 3miHu 3
sikocTi. [oTOBMIA Nikapcbkuid 3aci6. KoHTponb roToBoro nikapcbkoro
3acoby. 3miHa napameTpiB cneundikaui Ta/abo AoNyCTUMUX MEX
roTOBOro NiKapCbKoro 3acoby (BUMy4YeHHsI HE3HAYHOro NoKasHuka
(Hanpuknag 3acTapinoro nokasHuka, Takoro sik 3anax Ta cmak, abo
ineHTngikauis 6apBHUKIB UM cMakoBKX [0OABOK)): CynyTHA 3MiHa:
3MiHu 3 gKkocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTponb rotoBoro
nikapcbkoro 3acoby. 3miHa y MeTogax BUNpobyBaHHS roTOBOrO
nikapcbkoro 3acoby (ans npueBefeHHs y BignosigHicTe 3 APY abo
€BpONEencbKo hapmakomneero Ta BUNTyHYEHHsI MOCUITaHHS Ha
3acTapinuin BHYTpILWHIA MeTod BUNPOGYBaHHS i Moro Homep) —
BUITYy4EHO peakLito Ha HaTpiln 3 NokasHuka «laeHTudikauisa»
cneuudikauii M3 y 38’A3Ky 3 NpyBeAEHHSM Yy BiANOBIAHICTb A0
BUMoOr MoHorpadii «Ceftriaxone for injection» USP; 3amiHu | Tuny —
3MiHM METOAMKM 3a MoKasHMKamMu «laeHTudikauis» (Metogom 2.2.24.
AbcopbuiiHa cnekTpodoToMeTpisA B iHppayepBoHin obnacTi),
«BigHoBNEeHWN po3unH», «OQHOPIAHICTL 4O30BAHUX OOUHULLY,
«KinbkicHe BU3HaveHHs», «MexaHiyHi BKrtoyeHHs», «CynpoBigHi
OOMiLKN» (NPpUBEAEHO Y BiAMNOBIAHICTE A0 BUMOT MOHorpadii
«Ceftriaxone for injection» USP)

3a
peuenmom

UA/15392/01/01

221,

TPUMCIA
200

TabneTkn, BKpUTI
NniBKOBOO

Makneoac
PapmacboTHK

IHaia

Makneonc
dapmacbioTukan

IHAis

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3aMiHu | TUny - 3miHn
oo 6e3nekn/edeKTMBHOCTI Ta dhapmakoHarnsgy - OHOBIEHHS
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obonoHkoto, no 200 anc Jliviteg c Nimiteq TEKCTY MapKyBaHHS yNakoBKW NikapCbKoro 3acoby 3 BHECEHHSIM
mr, no 6 TabneTok y iHcpopmalUii LLoao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
cTpuni, no 1 aéo no BHeceHHs 3MiH o po3giny «MapkyBaHHs» MKA N3:
5 cTpunis y 3anponoHosaHo: MAPKYBAHHA 3rigHo 3aTBepaXeHOro TekcTy
KapTOHHIN ynakoBLi; MapKyBaHHs. BBeaeHHs 3MiH npoTarom 6-Tu micauis nicns
no 15 rabnetok y 3aTBEePYKEHHSI
cTtpuni; no 1 abo no
2 ctpunn y
KapTOHHIN ynakoBLji
222| TPOMBOHET | Tabnetku, BkpUTi AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH A0 peecTpauiiHnx matepianis: 3miHu | Tuny - 3a UA/17513/01/01
®-PAPMAK NniBKOBOIO ApmiHicTpaTuBHi 3miHW. 3MiHa HalimMeHyBaHHS1 Ta/abo agpecu peuenmom

o6onoHkoto, no 75
mr no 10 TabneTok y
6nictepi; no 1 abo 3,
abo 6, abo 8
6nictepis y navui

3asiBHUKA (BrnacHUKa peecTpaLinHoro NocBig4yeHHs) 3amiHa
HaiMeHyBaHHS Ta aJpecu 3asiBHMKA (BMacHUKa peecTpauiniHoro
NOCBIQYEHHST).

BBegeHHs 3MiH NpoTArom 6-x micsauiB nicnsa 3aTBepAXeHHs. 3MiHu |
TMny - AgMiHICTpaTuBHI 3mMiHW. 3MiHa HaiMeHyBaHHS Ta/abo agpecun
MiCLiAl NPOBaAXXEHHS QiANbHOCTI BUpOBHMKa/iMnopTepa rotoBoro
nikapcbkoro 3acoby, BKNOYarun AinbHULI BUNYCKy cepii abo Micue
NpoBeAeHHS KOHTPOIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/iIMNOpTEp, BKIOYaKYX BUMYCK CEPiil) 3MiHa Ha3BK Ta
agpecu BupobHuka 113, 6e3 3miH Micusi BUpobHUUTBa. BBEAEHHS
3MiH MPOTAroM 6-Tu MicsAUiB Micns 3aTBepMKEHHS. 3MiHu | Tuny -
3miHu wopo 6esnekn/edekTMBHOCTI Ta hapmakoHarnagy (iHwi
3MiHn) [logaBaHHs po3ainy MapkyBaHHs. 3anponoHoBaHo:
MAPKYBAHHA 3rigHo 3aTBepaXXeHOro TeKCTy MapKyBaHHS.
OHOBMEHHA TEKCTY MapKyBaHHS yNakoBKU MikapcbKoro 3acoby 3
BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT OQNHULb BUMIPIOBaHHS Y
cuctemi Sl. BBeaeHHst 3MiH NpoTaromM 6-tu micsauiB nicns
3aTBepAkeHHS. 3MiHn | Tuny - 3MiHK 3 sKkocTi. [oToBMI NikapcbKui
3aci6. Onuc Ta cknag (iHwWi 3MiHW) yTO4YHEHO Konip TabneTok, 3
MeTOto YHidbikaLii onucy Konbopy Ta BiATIHKY Ans TabneTok Lo
MICTSATb y CKNnafi o4HaKoBY CyMilll A4S NNiBKOBOro nokputTts Opadry
85F40069 (konip siKoro BU3Ha4YeHUIA BUPOGHMKOM SIK POXEBUIA).
BBeaeHHs 3MiH NpoTsarom 6-Tu MicsuiB nicns 3aTBepaKeHHS.
3MiHn | TUny - 3MiHK 3 akocTi. FoToBMI Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHa po3Mipy cepii (BKrovatoum gianasoH po3mipy
cepii) rotoBoro nikapcbkoro 3acoby (36inbwenHsa o 10 pasis
NOPIBHSAHO i3 3aTBEPAXEHNM PO3MIPOM) BHECEHHS [OAATKOBOrO
po3mipy cepii ans N3 3 meToto paLioHansHOro BUKOPUCTaHHS
BMPOBHMYMX NOTY>KHOCTEN. TeXHONOriA BUrOTOBIEHHS, CKNaA, onvc
BMPOBHMYOro NpoLecy Ta KOHTPOo npouecy, cxema Banigauii 13
3anuwatoTbes 6e3 3miH; 3miHum | Trny - 3miHuW 3 sikocTi. MoToBMIA
nikapcbkuii 3aci6. KoHTpornb rotToBoro nikapcbkoro 3acoby. 3miHa y
MeTofax BMNPoGyBaHHSA roTOBOrO flikapcbkoro 3acoby (He3HayHa
3MiHa y 3aTBepKEHNX MeTodax BUNPODYBaHHS) He3HaYHI 3MiHW A0
3aTBepAKeHoro metoay igeHtudikadii M3 metogom Y&
3MmiHun | Tuny - 3MiHuM 3 sikocTi. FoToBMIA Nikapcbkui 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa y meTogax BUNpobyBaHHS
roTOBOrO fikapCbKoro 3acoby (He3HayHa 3MiHa y 3aTBEpAXKEHNX
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mMeToAax BUNpobyBaHHs) 3MiHa A0 NiAxXoAy BUKNAAEHHS TEKCTY B
fitovii metoauui Bu3HadeHHst «CynposigHux gomiwwok» (Metog 1)
M3. MeToauka BU3HAYEHHS 3anuiueHa 6e3 3MiH.
3MiHu | TMNY - 3miHK 3 aikocTi. FoToBMI Nikapcbkuii 3aci6. KoHTponb
roToBOro fnikapcbkoro 3acoby. 3miHa y meToaax BUNpobyBaHHS
roTOBOIO fiKapCbKOro 3acoby (He3HayHa 3MiHa y 3aTBEepaXEeHUX
mMeToaax BUNpobyBaHHSA)3MiHa BUKNaAEHHS TEKCTY B Aitovil
mMeToauLi Bu3Ha4YeHHs «KinbkicHe BusHadyeHHsa» (Metog 1) 3minum |
TMny - 3MiHK 3 sKocTi. FoToBMIA Nikapcbkuii 3aci6. KoHTpornb
roToBOro fikapcbKkoro 3acoby. 3miHa y meTogax BUNPoByBaHHS
rOTOBOrO fikapcbKoro 3acoby (iHLWi 3mMiHM y MeTofax BunpobysaHb
(Bkntoyaro4um 3amiHy abo JONOBHEHHS)) — BBOAUTLCS anbTepHaTUBHA
MEeTOAMKa BU3HAYEHHSI CYyNpoBigHNX AoMiwok meTogom BEPX ans
M3 (MeTopa 2) 3minm | TMNy - 3MiHK 3 AKoCTi. FOTOBUIA NiKapCbKMiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby. 3miHa y meTogax
BMNPOOYBaHHSA rOTOBOTO NiKapCbKOro 3acoby (iHLWi 3MiHM y meToaax
BMNpobyBaHb (BKNoYa4m 3aMiHy abo AOMOBHEHHS)) BBEAEHHS
anbTepHaTUBHOI METOAMKM BU3HAYEHHS KiNbKICHOrO BMICTY METOA0M
BEPX gna M3 (Metog 2)3minun | Tuny - 3miHn 3 akocTi. [oToBun
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro 3acoby. 3miHa y
MeToAdax BUNpobyBaHHS roTOBOrO fikapcbkoro 3acoby (iHLWi 3MiHK y
mMeToAax BMnpobyBaHb (BKMOYa4M 3amiHy abo JONOBHEHHS)) y
3B’A3KYy 3 BBEAEHHAM [0AaTKOBOrO MeToAy AN KiMNbKiCHOro
Bu3HaveHHst API (MeTtog 2) y cknagi M3, wo gogatkoso
BMKOPVCTOBYETLCS ANs iAeHTudikauii cybcTaHuii, foaaHo
iAeHTudiKaLilo meTogom 2.
3MiHu | TUny - 3miHu 3 akocTi. APl. KoHTponb A®I. 3miHa y
napameTpax crneundikadii Ta/abo AoNyCTUMMNX MEX, BUSHAYEHUX Y
cneuudikauisx Ha A®l, abo BUXiAHNI/MPOMIXXHWIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLieci BUpobHuUTBa ADI (BUNYyYEHHS
He3Ha4HOro nokasHuka sSIKOCTi (HanpyKknag BUNyYeHHs 3acTapinoro
nokasHuKa)) BUNyYeHHst NokasHuka «POo3unHHICTb» 3i cneuudikauii
A®I| Knonigorpento bicynbdarty, BupobHuuTBa Praveen Laboratories
Pvt. Ltd., IHaig 3miHn | Tuny - 3minn 3 akocti. A®I. KoHTponb ADL.
3miHa y meToaax BunpobysaHHa A®| abo BuxigHoro
maTepiany/npoMixxHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea API (iHWi 3MiHM y MeTodax BUNPoGyBaHHS
(Bkrtoyaroum 3amiHy abo gonoBHeHHs) ADI abo
BWXiZHOTO/MPOMIDKHOTO NPOAYKTY) BBEAEHHS anbTepHaTUBHOIO
mMeToay BUNpobyBaHHs 3a NokasHWKOM « CynpoBifHi JOMILLKW.
MeTtog 2» gnsa A®l BupobHuutea Praveen Laboratories PVT. LTD.
3miHu | TUny - 3miHm 3 sikocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobysaHHa APl abo BMxigHOro maTtepiany/npoMixHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NpoLeci BUpobHMLTBa
ADI (iHWwi 3MiHM y MeTodax BUNPOOyBaHHS (BKNoYaro4un 3amiHy abo
[onoBHEHHs1) A®I abo BUXiAHOro/NPOMIXKHOTO NMPOAYKTY) Y 3B’A3KY 3
BBE[IEHHAM [0AaTKOBOrO MeToAy ANs BU3HaYeHHs EHaHTiomepHoi
ynctotun Ans A®l Knonigorpento 6icynbdaty (MeTtoa 2), wo
BMKOPUCTOBYETbCS Ans ineHTudikauii APl BupobHulTBa Praveen
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Laboratories PVT. LTD., IHgis, gogaHo po3ain “lgeHtudikadis 2.3.”
(MeTog 2). 3minm | Tuny - 3miHun 3 skocTi. ADI. KoHTponb AdL. 3miHa
y MeTofax BunpobysaHHsa A®l abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea AP (iHWwi 3MiHM y MeToaax BUNpobyBaHHS
(Bkrtoyaroum 3amiHy abo gonoBHeHHs) ADI abo
BWXiAHOrO/MPOMIXKHOro NPOAYKTY) NPUBEAEHHS 3aTBEPAKEHOI
METOAMKM BU3HAYEHHS 32 NOKa3HUKOM «EHaHTiomepHa uncToTm»
(MeTog 1) onst A®| BupobHuuTBa Praveen Laboratories PVT. LTD.
A0 Bmmor moHorpadii EP
3miHu | Trny - 3minm 3 akocTi. A®l. KoHtpone A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BMxigHOro matepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NpoLeci BUpobHMLTBa
ADI (iHwi 3MiHM y MeTodax BUNPObyBaHHS (BKIOYao4uun 3amiHy abo
ponoBHeHHs1) A®I abo BUXiAHOro/NpPOMIXKHOTO MPOAYKTY) Y 3B’A3KY 3
BBEEHHAM JOAATKOBOro MeToAy AN BU3HAYEHHS KiMbKiCHOTO
BM3HayeHHs ana A®I BupobHuuTtea Ind-Swift Laboratores Limited,
(MeTog 2), Wwo BMKOPUCTOBYETLCSt A0AATKOBO Anst ineHTudikauii ADI
AopaHo posain «lgeHtndikauis 2.2.) (Metog 2) ans sBupobHuka Ind-
Swift Laboratores Limited, IHgjs
3miHu | TUny - 3miHm 3 skocTi. A®l. KoHTpone A®I. 3miHa y meTogax
BunpobyBaHHA APl abo BMXiAHOrO MaTepiany/npoMiKHOro
npoayKTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NpoLeci BUpobHULTBa
ADI (iHWwi 3mMiHW) NpUBeAEHHSI 3aTBEPOXKEHOI METOAMKN BU3HAYEHHS
3a nokasHukom «EHaHTiomepHa unctotu» (Metoa 1) ans Al
BMpo6HMUTBa Praveen Laboratories PVT. LTD. go Bumor
MoHorpadii EP 3miHu | Tuny - 3miHu 3 skocTi. A®Il. KoHTponb AdI.
3miHa y napameTpax cneuudikadii Ta/abo JonycTUMNX MeXx,
BM3HaYeHuxX y cneundikauisx Ha APl, abo BMXigHWUIN/MPOMIKHWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTLCS Y NpoLeci BUpobHMLUTBa
ADI (iHWi 3mMiHW) 3anpoBaKeHO NePIoANYHICTb KOHTporo AdI
BUpobHuuTBa Ind-Swift Laboratores Limited, IHgis onsa nokasHuka
«MikpobionoriyHa YicToTa» — nepLly (NepLly NocTaBKy MOTOYHOIO
POKy) Ta KOXHY AeCATYy HacTynHi cepii, ane He pifLle OAHOro pasy Ha
pik 3MiHn | TUNYy - 3miHn 3 akocTi. A®Il. KoHtponb A®I. 3miHa y
MeTofax BunpobyBaHHs A®l abo BuxigHoro maTepiany/npomiskHoro
NPoAYKTy/peareHTy, WO BUKOPUCTOBYETLCS Y NpOLeCi BUPOGHMLTBA
A®| (iHwi 3MiHM y MeToaax BunpobyBaHHs (BKMoYaoumn 3amiHy abo
nonoBHeHHs1) A®I abo BUXiZHOro/NPOMIXXHOTO NPOAYKTY) BBEAEHHS
anbTepHaTMBHOIO MeToAy BUNpobyBaHHS 3a NOKa3HWMKOM
«CynposigHi gomiwkn. Meton 2» ans A®I BupobHuytea Ind-Swift
Laboratores Limited, IHgis 3miHu | Tuny - 3miHn 3 akocTi. API.
KoHTponb A®Il. 3MiHa y meTodax BunpobysaHHst A®I abo BuxigHoro
marepiany/npoMixXHOro NPoayKTy/peareHTy, Lo BUKOPUCTOBYETLCS Y
npoueci BupobHuuTea ADI (iHWi 3MiHK y MeToaax BUNPOGyBaHHS
(Bkntoyaroumn 3amiHy abo gonosHeHHs) A®I abo
BVXiAHOrO/NMPOMIXKHOrO NPOAYKTY) BBEAEHHS anbTePHATUBHOTO
meToay BUNpobyBaHHA 3a Noka3HWKOM «KinbkicHe BU3HAYEHHS.
MeTopg 2» ans A®| BupobHuuTBa Ind-Swift Laboratores Limited,
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IHais, sika npoBOANTLCS B YMOBax po3ainy «CynpoBiaHi AOMILLKK.
MeTopa 2» 3miHu | Tuny - 3miHun 3 akocTi. ADI. KoHTponb A®I. 3miHa y
meTofax BunpobyBaHHA A®Il abo BuxigHoro matepiany/npomikHoro
NPOAYKTY/peareHTy, WO BUKOPUCTOBYETLCS Y NpOLeCi BUPOBHMLITBA
A®| (iHwi 3mMiHK y MeToaax BUNpobyBaHHs (BKMoYakoumn 3amiHy abo
gonoBHeHHS) APl abo BuxigHOro/npoMixxHoro NpoaykTy) 3aMiHa
nigxoay y BMKNageHHi TeKCTy Ailoyol pefakuii MeToAMKN BU3HAYEHHS
3a nokasHukoM «Knoniaporpento gomiwka C» ana A®| BupobHuuTea
Ind-Swift Laboratores Limited, IHais, a came a came BUKNaaeHHs
NPUroTYBaHHSA PO3YMHIB NPUBEAEHO Y BiANOBIAHICTb 3 MOHOrpadieto
USP, meToauka BU3HAYEHHS Ta HOPMYBaHHSA 3anuiueHo 6e3 3miH
3miHu | TUny - 3minm 3 skocTi. A®l. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHsA APl abo BMXiAHOrO MaTepiany/npoMiKHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y NpoLeci BUpobHMLTBa
ADI (iHwi 3MiHM y MeTodax BUNpobyBaHHS (BKNtoYaroun 3amiHy abo
AonosHeHHs1) A®I abo BUXiAHOro/MPOMIXKHOTO NPOAYKTY) — BBEAEHHS
anbTepHaTVBHOIO METOAY BUMPOOyBaHHA 3@ NMOKa3HUKOM
«Knonigporpento gomiwka C. Metoza 2» anst A®Il BupobHumuTea Ind-
Swift Laboratores Limited, IHgis, ska npoBoanTbLCSA B ymoBax po3giny
«CynposigHi gomiwkn. Metog 2» 3miHn | Tuny - 3miHn 3 akocti. API.
KoHTponb A®Il. 3miHa y meTogax BunpobysaHHst ADI abo BuxigHoro
mMaTtepiany/npoMiKHOro NPoAyKTy/peareHTy, WO BUKOPUCTOBYETLCH Y
npoueci BupobHmuTea API (iHWi 3MiHN) — NpuBEAEHHS 3aTBEPKEHOI
METOAMKM BU3HAYEHHS 3a NoKa3HUKOM «CynpoBiaHi AOMILLKN»
(MeTtog 1) gna A®I BupobHuuTBa Praveen Laboratories PVT. LTD.
Ao Bumor moHorpadii EP. 3minn | Tuny - 3miHn 3 akocti. ADI.
KoHTponb A®Il. 3miHa y meTogax BunpobysaHHst ADI abo BuxigHoOro
mMaTtepiany/npoMiKHOro NPoAyKTy/peareHTy, Lo BUKOPUCTOBYETLCH Y
npoteci BupobHmuTea AP (iHWwi 3MiHN) — NpUBEAEHHS 3aTBEPPKEHOI
METOAMKM BU3HAYEHHS 3a NOKa3HUKOM «CynpoBigHi AOMILLIKN»
(MeTop 1) ans A®I BupobHuuTea Ind-Swift Laboratores Limited,
IHais ao Bumor moHorpadii USP. 3miHu | Tuny - 3miHn 3 skocTi. ADI.
KoHTponb A®Il. 3MiHa y meTogax BunpobysaHHst ADI abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoteci BupobHmuTea AP (iHwi 3MiHM) — 3miHa nmigxoay y
BUKNaAEHHi TEKCTY Aito4oi pedakuii METOANKN BU3HAYEHHS 3a
nokasHukoMm «KinbkicHe BU3HadeHHs» ans A®| BupobHuuTea Ind-
Swift Laboratores Limited, IHaisi, @ came BUKNaaeHHs1 NPpUroTyBaHHS
PO34MHIB NpMBeAEHO Y BiANOBIAHICTL 3 MOHorpadieto USP,
MeToAwMKa BU3HAYEHHS Ta HOPMYBaHHS 3anuiieHo 6e3 3miH. 3MiHu |
Tuny - 3miHn 3 skocTi. A®I. KoHTponb A®I. 3miHa y napameTpax
cneuudikauin Ta/abo JONYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisix Ha A®I, abo BUXigHUIA/MPOMIXHWUIA NPOAYKT/peareHT,
LLIO BUKOPUCTOBYIOTLCS Y NpoLieci BUpobHuLUTBa ADI (BUNyYeHHS
He3Ha4yHOro nNokasHuka SKoCTi (Hanpuknag BUIyYeHHsi 3acTapinoro
nokasHuKa)) BUNyYEHHs MoKa3HUKa «PO34nHHICTbY 3i cneuudikauii
A®| Knonigorpento bicynbdary, BupobHuuTea Ind-Swift Laboratores
Limited, IHgist 3miHu | TUny - 3miHu 3 sikocTi. ADI. KoHTponb AdI.
3miHa y meTogax BunpobyBaHHs APl abo BuxigHoro
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marepiany/npoMiKHOro NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BupobHuuTBa A®| (He3HauHi 3MiHN y 3aTBEPKEHNX
mMeToAax BUNpobyBaHHSA) — BHECEHHS 3MiH 40 METOAUKV BUSHAYEHHS
«lpeHTudikauisi» (metoa I14) ana A®l BupobHuuTBa Praveen
Laboratories Pvt. Ltd., Hgia. 3miHn | Tuny - 3miHn 3 skocti. AdI.
KoHTponb A®Il. 3miHa y meTogax BunpobysaHHst ADI abo BuxigHoro
marepiany/npoMiKHOro NpoayKTy/peareHTy, WO BUKOPUCTOBYETLCS Y
npoueci BUpobHuuTBa A®| (He3HauHi 3MiHN y 3aTBEPAXKEHNX
mMeToAax BUNpobyBaHHSA) — BHECEHHS 3MiH 40 METOAUKV BUSHAYEHHS
«lpeHTudikauisi» (metopa I4) ana A®l BupobHuuTBa Ind-Swift
Laboratores Limited, IHais. 3mibu | Tvny - 3miHn 3 AkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby. 3miHa y
MeToAax BUNpoGyBaHHsI rOTOBOTO fikapCbkoro 3acoby (He3HayHa
3MiHa y 3aTBEpOKEeHNX MeToAax BUNPOOyBaHHS) — BHECEHHSA 3MiH [0
MeToAMKM BUNPOOYBaHHS «PO3UMHEHHSY, Y 3B’A3KY 3 BBEAEHHAM
[0[AaTKOBOro MeToAy AN KiflbKiCHOro BU3Ha4YeHHS Npu NpoBeaeHi
TecTy «PO34nMHEHHSI» BUKOPUCTOBYIOTLCSA PO3YMH MOPIBHAHHSA Ta
XpomaTtorpaddiyHi ymoBu 3a3HaveHi y po3sgini «KinbkicHe
BU3Ha4YeHHs» Metog 1 abo Metop 2

223,

TPYBALOA®

TabneTkn, BKpUTI
NniBKOBOO
obonoHkoto, no 200
mr/300 wmr; no 30
TabneTok y dnakoHi;
no 1 dnakoHy B
KapTOHHIN kopobui

lneap
CalteHems, [HK.

CLA

lneag
CavieHcuns
Anenenp HOC,
Ipnangis
(Bunyck cepin,
nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPOMb
AKOCTI);
KataneHt
hxepmani
LWopHaopd
MEX,
HimeyunHa
(nepBuHHa Ta
BTOPVHHA
ynakoBka);
MinmayHT
Xenckea Jlta.,
IpnaHpis
(BTOPUHHA
ynakoBka);
Takepa 'v6X,
HimeyunHa
(BUpOBHULITBO,
nepBuHHA Ta
BTOPWHHA
ynakoBka,
KOHTPOIb

Ipnangis/
HimevuunHa

BHECEHHS 3MiH [0 peecTpauiiHnx martepianis: 3minu Il Tuny - 3a
pesynbTaTamu eKcnepTusun HagaHUx maTtepianis BCTAHOBINEHO, LLO:
3assBHUKOM HafaHO OHOBreHui NnaH ynpaeniHHA pu3nkamu Bepcis

16.0 ans nikapcbkoro 3acoby TPYBAJA®, Tabnetku, BKpUTI
nniskoBot o6onoHkot, no 200 mr/300 mr; no 30 TabneTok y
dnakoHi; no 1 dnakoHy B KApTOHHIN kopobLi. 3MiHN BHECEHO [0 BCiX
YaCTUH: y 3B'A3Ky 3 BUAANEHHAM iHopmaLii Mpo BaXnuBi
iAeHTUdIKOBaHI PU3MKK Ta BIACYTHIO iHOopMaLiito, 4OOATKOBUX
3axopiB 3 MiHimizauii pusukis 3 [MYPa y 38’A3Ky 3 3aBepLUEHHAM
AocnimxeHb Ta oHoBNeHHaM cdopmaty [1YPa BignosigHo ao
pekomeHaaui Guideline on good pharmacovigilance practices
(GVP) Module V — Risk management systems (Rev 2)

3a
peuernmom

UA/8375/01/01
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AKOCTI)
224.| YKPNIB® Tabnetkn 500 mr no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/11750/01/02
10 TabneTtok y SAPM" OAPM" oo 6e3nekn/edheKTUBHOCTI Ta hapmakoHarnsgy - BHECEHHS 3MiH | peuyernmom
6nictepi; no 3 abo o po3ainy “MapkyBaHHs” MKA N13:
10 GnictepiB y 3anponoHoBaHo: MAPKYBAHHA 3rigHo i3 3aTBEpaXEHUM TEKCTOM
KapTOHHiIl ynakoBLi MapKyBaHHs. OHOBMEHHS TEKCTY MapKyBaHHS YNaKoBKW ikapCbKoro
3acoby 3 BHECEHHSIM iHcpopMalLii LWoAo 3a3HaYeHHS OAMHMLb
BMMiptoBaHHs y cuctemi Sl. BBegeHHst amiH npoTtsrom 6-tu micsuis
nicnsi 3aTBepOXKEeHHS
225 YKPNIB® Tabnetku no 250 wr, TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHK 3a UA/11750/01/01
no 10 TabneTok y OAPM" OAPM" wono 6e3nekn/edeKTMBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
6nicTepi; no 3 abo TEKCTY MapKyBaHHS YNaKkoBKM NiKapCbKOro 3acoby 3 BHECEHHAM
10 G6nictepiB y iHcpopmalUii Loao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
KapTOHHIN ynakoBLi BHeceHHs 3MiH go po3sgainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
MAPKYBAHHA 3rigHo i3 3aTBEpAXXEHNM TEKCTOM MapKyBaHHSI.
BBefeHHs 3MiH NpOTArom 6-Tv MicALiB 3 ATV 3aTBEPIKEHHS
226. YKPIIB® cycneHsisi oparbHa, TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3miHK 3a UA/11750/02/01
250 mr/5 mn, no 200 OAPM" OAPM" wono 6e3nekn/edeKTBHOCTI Ta chapmakoHarnsgy - OHOBIIEHHS peuenmom
MmNy donakoHi; no 1 TEKCTY MapKyBaHHS YNaKkoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
dnakoHy pasom 3 iHcpopMalii LWoao 3a3Ha4YeHHs 0AMHULB BUMIpIOBaHHS Y cuctemi Sl.
MipHOIO JTOXEYKOI0 Y BHeceHHs 3MiH go po3sainy “MapkyBaHHs” MKA J13: 3anponoHoBaHo:
KapTOHHIN ynakoBLi; MAPKYBAHHA 3rigHo i3 3aTBEpAXEHNM TEKCTOM MapKyBaHHS.
no 30 Mn y donakoHi; BBegeHHs 3MiH NpOTArom 6-Tu MicsLiB 3 ATy 3aTBEPOXKEHHS
no 1 pnakony
pasom 3 MipHOI0
TNOXEYKOH Y
KapTOHHIN ynakoBLi;
no 40 mn y 6aHui; no
1 6aHUj y KapTOHHIN
ynakoBLji pa3om 3
MipPHOIO JTOXXEYKOH
227 YMKAJIOP® PO34UH oparbHUii Oonye HimeyumH Op. Binbmap HimeuunHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHK be3 UA/6691/01/01
no 20 mn abo 50 mn Xowmeonari- a LLisabe MmbX i oo 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsgy - 3amiHa posginy | peuyenma
y donakoHi; no 1 YHion OXY- Ko. KI «[padivHe odhbopmneHHsA» Ha po3ain «MapkyBaHHa» MKA N13;
dnakoHy B ApuHanmitten 3anponoHoBaHo: MAPKYBAHHA 3rigHo 3aTBepaKeHOoro TeKCTy
KapTOHHIl kopobui b MBX & MapKyBaHHs1. 3MiHW BHECEHI B TEKCT MapKyBaHHS! yNakoBKU
Ko.KI" nikapcbkoro 3acoby L1040 3a3HaYeHHS OAMHULIL BUMIDIOBaHHS Y
cuctemi SI
228.| ®ArOLUE® NOpPOLUOK ANs BPOC NTA peuis BPOC NTA Ipeuis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3miHu | Tuny - 3MiHK 3a UA/0783/01/01
PO34UHY ONS iH'eKLin oo 6e3nekn/edeKTBHOCTI Ta hapmakoHarnsgy - OHOBIIEHHS peuernmom
no 1000 wmr; 1 TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKOro 3acoby 3 BHECEHHAM
bnakoH 3 MOPOLLKOM iHdbopMaLii Woao 3a3HaYeHHs OAUHWLL BUMIPIOBAHHS Y cucTeMmi Sl.
Y KapTOHHI kopoobui BHeceHHs 3miH go po3ainy “ Mapkuposka” MKA J13.
3anponoHoBaHo: MapkupoBka. B cooTBETCTBUM C yTBEPXKAEHHbLIM
TEKCTOM MapKMpPOBKM
229 ®AUTOBAKT | nopowok gns Kapina IHAis Kapina IHAis BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3MiHu | Tuny - 3MiHu 3a UA/10802/01/02
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1T pPO34mMHy Ans dapmacbioTrK dapmacbioTukan wopno 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy (iHwi 3amiHu) - peuenmom

iH ekuin, 0,5r/0,5T; ana Jlimiteg 3 NimiTeq OHOBIEHHS! TEKCTY MapKyBaHHS YNakoBKU fikapcbKkoro 3acoby 3

1 conakoH 3 BHECEHHAM iHpopMalLlii LoAo 3a3Ha4YeHHS OAVHULb BUMIPIOBAHHS Yy

MOPOLLKOM Y cuctemi Sl. OHOBMEHHS BXe 3aTBEPAXKEHOro TEKCTY MapKyBaHHS

KapTOHHiN kopobui ans ynakoky in bulk: 50 donakoHiB 3 NOPOLLKOM Y KapTOHHi KOpOo6Li

(BHECEHHSI MO3HAYeHb OAVHULIL BUMIPIOBAHHS, 3 BUKOPUCTaHHSAM
niTep natuHcbkoro andasity). BHeceHHs 3amiH Ao posginy
«MapkyBaHHs» MKA N3: 3aTBEepakeHo:

TekcT MapKyBaHHS NEPBUHHOI, BTOPUHHOT YNaKoBKW, TEKCT
MapKyBaHHs1 ynakoBku in bulk gogatotbes. 3anponoHosaHo: Ons
rOTOBOrO fikapcbKoro 3acoby: 3rigHO 3aTBepAXEHOro TEKCTY
MapKyBaHHs1. [1ns nikapcbkoro 3acoby y cdopmi in bulk: 3rigHo
3aTBEPAKEHOr0 TEKCTY MapKyBaHHS, L0 4oAA€ETbCs. TepMiH
BBEAEHHS 3MiH - NpOTArom 6 MiCsLiB MiCNA 3aTBEPAKEHHS.

230.| PAUTOBAKT | nopoLuok gns Kapina IHpia Kapina IHais BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn - UA/10803/01/02
1T po34nHy Ans dapmacboTukK dapmacbioTukan wono 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) -
iH ekuin, 0,5r/0,5T; ana Jliviten 3 NimiTeq OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW MikapcbKoro 3acoby 3
in bulk: 50 donakoHis BHECEHHAM iHopMaLii LWOAO 3a3HaYeHHst OQMHULb BUMIPIOBaHHS Y
3 MOPOLLKOM Y cuctemi Sl. OHOBMEHHS BXe 3aTBEPAYKEHOrO TEKCTY MapKyBaHHS
KapTOHHIN kopobui Ans ynakosku in bulk: 50 donakoHiB 3 MOPOLLKOM y KapTOHHI kopobui

(BHECEHHS NO3HaYeHb OAMHULIL BUMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep natuHcbkoro andasity). BHeceHHs 3miH 4o po3giny
«MapkysaHHsi» MKA J13: 3aTBepmkeHo:

TekcT MapKyBaHHS NEePBUHHOI, BTOPUHHOI YNAKOBKW, TEKCT
MapKyBaHHs1 ynakoBku in bulk gogatotbes. 3anponoHoBaHo: Ons
roTOBOrO fikapcbKoro 3acoby: 3rigHO 3aTBepAXEeHOro TeKCTy
MapKyBaHHs. [1ns nikapcbkoro 3acoby y cdopmi in bulk: 3rigHo
3aTBEPAKEHOrO TEKCTY MapKyBaHHS, L0 A4oAaeTbCs. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MiCsALiB MiCNA 3aTBEPAPKEHHS.

231 ®AUTOBAKT | nopowok ans Kapina IHpia Kapina IHAis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/10802/01/03
2T pPO34mMHy Ans dapmacboTrK dapmacbioTukan wono 6esnekn/edekTMBHOCTI Ta hapmakoHarnsAay (iHWi 3MiHK) - peuenmom
iHekuinn, 1r/1r1;1 ana Jlimiteq 3 NimiTeq OHOBMEHHS TEKCTY MapKyBaHHS yNakoBKU MikapcbKoro 3acoby 3
nakoH 3 NOPOLLKOM BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHs1 OQNHULb BUMIPIOBaHHS Y
Y KapTOHHIl KOpoobui cucteMi Sl. OHOBMEHHS BXe 3aTBEPAYKEHOrO TEKCTY MapKyBaHHS

Ans ynakosku in bulk: 50 donakoHiB 3 MOPOLLKOM y KapTOHHI kopobui
(BHECEHHS NO3HaYeHb OAMHULIL BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHcbkoro andasity). BHeceHHs 3miH Jo po3giny
«MapkyBaHHsi» MKA J13: 3aTBepmkeHo:

TekcT MapKyBaHHS NePBUHHOI, BTOPUHHOI YNaKOBKW, TEKCT
MapKyBaHHs ynakoBku in bulk gogatotscs. 3anponoHoBaHo: Ans
roTOBOrO fikapcbKoro 3acoby: 3rigHo 3aTBepAXEeHOro TEKCTY
MapkyBaHHs. [1ns nikapcbkoro 3acoby y copmi in bulk: 3rigHo
3aTBEpOKEHOro TEKCTY MapKyBaHHS, LU0 A0AAETLCS. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MicALiB Nicns 3aTBEPXKEHHS.

232 ®AUTOBAKT | nopoluok ans Kapina IHpia Kapina Inaia BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn - UA/10803/01/03
2T po34nHy Ans PapmacboTuk dapmacbioTukan wono 6e3snekn/edeKTUBHOCTI Ta hapmakoHarnsagy (iHwi 3amiHu) -
iH ekuint, 1 r/1r;in ana Jlimiteq 3 NimiTeq OHOBMEHHS! TEKCTY MapKyBaHHS YNakoBKU MikapcbKoro 3acoby 3
bulk: 50 dpnakoHis 3 BHECEHHAM iHopMaLlii LWOAO 3a3HaYEeHHsT OQNHULb BUMIPIOBaHHS Y

NOPOLLKOM Yy cuctemi Sl. OHOBNEHHS BXe 3aTBEPAXEHOro TEeKCTYy MapKyBaHHA
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KapTOHHiN kopobui ans ynakoky in bulk: 50 donakoHiB 3 NOPOLLKOM Y KapTOHHi KOpOo6Li
(BHECEHHS1 MO3HaYeHb OAVHULIL BUMIPIOBAHHS, 3 BUKOPUCTAHHAM
niTep natuHcbkoro andasity). BHeceHHs 3miH Jo po3giny
«MapkyBaHHs» MKA N3: 3aTBEepakeHo:
TekcT MapKyBaHHS NEPBUHHOI, BTOPUHHOI YNaKoBKW, TEKCT
MapKyBaHHs ynakoBku in bulk gogatotbcs. 3anponoHoBaHo: Ans
roTOBOrO fikapCbKoro 3acoby: 3rigHo 3aTBEPAKEHOrO TEKCTY
mMapkyBaHHs. [insa nikapcbkoro 3acoby y copmi in bulk: 3rigHo
3aTBEpPOKEHOro TEKCTY MapKyBaHHS, LU0 A0QaeTbes. TepMiH
BBEJEHHS 3MiH - NPOTArom 6 MicsLiB NicNs 3aTBEPAXKEHHS.
233.| ®EBAPUH® TabneTkn, BKpUTI ABGoTT HinepnaH MawnaH PpaHuis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/7599/01/01
NniBKOBOI Xenckea an JlaGopaTtopis Lwono 6e3nekn/edekTMBHOCTI Ta hapmakoHarnsay. BeegeHHs abo | peyenmom
obornoHkoto, no 50 MpopakTc B.B. CAC 3MiHW O y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsgy
mr, no 15 TabneTok (BBEAEHHS y3aranbHEHUX AaHUX MPO cUcTemy dapmakoHarnsaay,
y bnicTtepi; no 1 abo 3MiHa ynoBHOBaXeHoi ocobu, BianoBiganbHoI 3a 3a4iCHEHHS
no 2 6nictepu B dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsaay 3asBHUKa
KapTOHHIN kopobuyj; ANs 34iMCHeHHNA dhapmakoHarnagy B YKpaiHi, AKLLO BOHa BigMiHHA
no 20 TabneTok y Bi ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
6nictepi; no 3 dapmakoHarnsaay (BKOYar4mn KOHTaKTHI AaHi) Ta/abo 3miHn y
6nictepu B pO3MiLLieHHI MmacTep-hanna cuctemn papmakoHarnsagy) - amiHa
KapTOHHiI kopooLi yNnoBHOBaXeHoI 0cobu 3asiBHMKa, BigNoBigansHoi 3a
bapmakoHarnsg.
MponoHoBaHa pepaakuis: Thomas Nisslein, DVM, PhD / Tomac
HiccnsawnH, DVM, PhD. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3as8BHUKA, BiANOBIAANbHOI 3a dapmakoHarnsg
234 ®EBAPUH® TabneTku, BKpUTI ABGOTT HipnepnaH MawinaH PpaHuis BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3MmiHu | Tuny - 3miHn 3a UA/7599/01/02
NniBkOBOIO Xerickea an IlabopaTopia wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsiay. BeegeHHs abo | peyenmom
obornoHkoto, no 100 MpopakTc B.B. CAC 3MiHM O y3ararnbHeHVX AaHuX Npo cuctemy dapmakoHarnsay
mr, no 15 TabneTok (BBEOEHHS y3aranbHeHVX AaHuX Npo cucTemMy hapMakoHarnsay,
y bnicTtepi; no 1 abo 3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHoI 3a 3a4iNCHEHHS
no 2 6nictepu B dapmakoHarnagy; KOHTakTHOI 0cobu 3 hapmakoHarnsaay 3asBHUKa
KapTOHHiIl kopobuyj; ONns 30incHeHHs dhapmakoHarnsaay B YKpaiHi, SKLWOo BOHa BigMiHHa
no 20 TabneTok y Bi, ynoBHOBaeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
6nictepi; no 3 dapmakoHarnsaay (BKIOYar4M KOHTaKTHI AaHi) Ta/abo 3miHn y
6nictepu B pO3MilLieHHi macTep-hanna cuctemn papmakoHarnsaay) - amiHa
KapTOHHiI kopobui yNoBHOBaXeHOoI 0cobu 3asiBHMKa, BigNOBiganbHOI 3a
cbapmakoHarnsg,.
MponoHoBaHa peaakuisa: Thomas Nisslein, DVM, PhD / Tomac
Hiccnain, DVM, PhD. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXEHOI
ocobu 3as8BHUKA, BiANOBIAaNbHOI 3a hapMakoHarnsag
235 ®EMOCTOH TabneTku, BKPUTI ABGOTT HinepnaH ABGOTT HinepnaHau BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHK 3a UA/4836/01/01
® nniBKOBOI Xenckea an Bionogxikan3a oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsiay. BeegeHHs abo | peyenmom
obornoHkoto, no 1 mr | lMpopakrc B.B. B.B. 3MiHW [0 y3aranbHeHVX AaHuX Npo cuctemy dapmakoHarnsay

+ TabneTku, BKpUTI
NniBKOBOIO
oboroHkot, no 1
mr/10 wmr;
kombi-ynakoBka Ne
28 (28x1); Ne 56

(BBEOEHHS y3aranbHeHWX AaHuX Npo cucTeMy hbapMakoHarnsay,
3MiHa ynoBHOBaXeHOi 0cobu, BiANoBiganbHOI 3a 3AiINCHEHHS
dhapmakoHarnagy; KOHTakTHoi 0cobu 3 hapmakoHarnsaay 3asBHUKA
ONs 3gincHeHHs dhapmakoHarnsay B YKpaiHi, SKLWOo BOHa BiAMiHHa
Bi] ynoBHOBaxkeHOi ocobu, BignoBiganbHOI 3a 34iCHEHHSI
dapmakoHarnsaay (BKOYarYM KOHTaKTHI faHi) Ta/abo 3miHu y
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1

(28x2); Ne 84 (28x3): PO3MiLLieHHI MacTep-banna cuctemm papmakoHarnsay) - amiHa

14 TabneTok, yNoBHOBaXeHOi 0CcobU 3asiBHKKA, BiANOBiAaNbHOI 3a

BKPUTUX MNiBKOBOIO dapmakoHarnsag,.

obonoHkoto, binoro MponoHoBaHa pepakuisi: Thomas Nisslein, DVM, PhD / Tomac

Konbopy no 1 mr + HiccnsanH, DVM, PhD. 3miHa KOHTaKTHMX AaHWX YNOBHOBaXEHOT

14 TabneTok, ocobu 3asiBHMKA, BignoBiganbHOI 3a hapmMakoHarnsg

BKPUTUX MIiBKOBOIO

o6oroHkoto, ciporo

koneopy no 1 mr/10

mr y 6nictepi; no 1

abo 2, abo 3

6nictepun B KOpoOLyj;
236, ®EMOCTOH TabneTkn, BKpUTI ABGoTT HipnepnaH ABGOTT Hinepnanau BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/4836/01/02

® NniBKOBOIO Xernckea an Bionogxikans woao 6esnekun/edhekTUBHOCTI Ta hapmakoHarnsgy. BeeaeHHst abo | peuenmom

000MoHKot0, No 2 Mr MNpopaktc B.B. B.B. 3MiHM [0 y3aranbHEHUX AaHnx Npo cuctemy papmakoHarnsgy

+ TabneTku, BKpUTI (BBEAEHHS y3aranbHeHVX AaHnX Npo cucTemy hapmakoHarnsgy,

NNiBKOBOO 3MiHa YyNOBHOBaXXEHOT 0CO0U, BiANOBIAANbHOI 3@ 3AIMCHEHHS

060onoHkoto, Mo 2 hapmakoHarnsigy; KOHTakTHoOi ocobu 3 dhapmakoHarnsgy 3asiBHUKa

mr/10 wmr; ANs 34iMCHeHHNA dhapmakoHarnagy B YKpaiHi, SKLLO BOHa BigMiHHA

KoMbi-ynakoBka Ne BiJ, YNOBHOBaXXeHOI 0CO0U, BiANOBiganbHoI 3a 34iMCHEHHS

28 (28x1); Ne 56 dapmakoHarnsgy (BKIOYarum KOHTaKTHI gaHi) Ta/abo 3miHu y

(28x2); Ne 84 (28x3): pO3MiLLieHHI MacTep-anna cuctemn papmakoHarnsagy) - amiHa

14 TabneTok, yNOBHOBaXeHOoI 0cobu 3asiBHMKa, Bi4MOBiAANbHOI 3a

BKPUTUX MNiBKOBOIO apmakoHarnsag,.

060roHKoto, MponoHoBaHra pepakuis: Thomas Nisslein, DVM, PhD / Tomac

LiernsHo-4epBOHOro Hiccnann, DVM, PhD. 3MiHa KOHTaKTHUX AaHWX YNOBHOBaXeHOI

KOnbopy no 2 mr + ocobu 3asBHUKa, BiANOBIAanbHOI 3a hapmakoHarnsag

14 TabneTok,

BKPUTWX MITiBKOBOIO

o6ornoHKoto,

YKOBTOrO KOMbOpY Mo

2 mr/10 mry

6nicTepi; no 1 abo 2,

abo 3 6nictepn B

Kopobui
237 ®EHOBAPBI | Ttabnetku no 5 wmr, ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaLiinHux MaTepianis: 3MiHu | TUNY - 3MiHK 3 3a UA/4052/01/01

TANIC no 10 Tabnetok y [00aTKOBOK [00aTKOBOK sKocTi. [oToBMI Nnikapcbknii 3aci6. 3miHM y BUpOBHMUTBI. 3MiHK peuenmom
6nictepi; no 5 BianoBiganbHi BianoBiganbHicT BMNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
GnicTtepiB y navui CTIo to "IHTEPXIM" cneuudikauisix, nig Yyac BUPOGHMLITBA rOTOBOrO Nikapcbkoro 3acoby
"IHTEPXIM" (BUNYYEHHS HECYTTEBOro BUNPObyBaHHs B NpoLeci BUpobHULTBA) -

BUITy4EHHS NMoka3HuKa «3anuvLuKoBa BOroricTby i3 cneumdikauii Ta
MeTOoZiB KOHTPOIH NPOMIXKHOTO NpoaykTy «[paHynsaT
HeonyApeHuiny; 3MiHu | Tuny - 3aMiHM 3 SKocTi. [OTOBMI NiKapCbKMI
3aci6. KoHTponb JOMOMiIKHMX PEYOBUH - 3MiHM Y crieumdikauisax Ta
MeToAMKaxX KOHTPOSO AKOCTi AOMOMIKHOI PEHYOBUHM: NaKTO3M
MOHoriApar (3a nokasHukamm «Po3umHHICTbY», «ONTUYHA ryCTUHaY),
Kpoxmarb KapTOMnsHWI (32 NOKa3HMKaMn « PO3YMHHICTbY,
«lpeHTudikauis», «[iokcua cipkuy), kanbLito cteapar (3a
NoKasHMKaMmn «PO3YMHHICTbY, «KNCNOTHICTE abo NYXXHICTbY,
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[TponoBxeHHs nojgaTka 3

Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eUPOb6HUKa

Peecmpayitina npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2o
noceio4yeHHs1

«KinbkicHe BU3HaYeHHs»), XenaTuH (3a nokasHukam
«lgeHTudikauisy», «[iokeua cipkuy), HaTpito Kpockapmernosa (3a
nokasHukamu «Onuc», «lgeHTudikadis»); 3miHv | Tuny - LONOBHEHHSI
cneuudikaLii Ta METOAIB KOHTPOIO NEPBUHHOTO NaKyBarnbHOro
marepiany 113 nniska nonisiHinxnopugHa Tectom "laeHTudikauis" 3
BiAMOBIAHMM METOAOM BUNPOBYBaHHS; 3MiHM | TUMy - 3MiHK 3 AKOCTI.
[oToBMI Nikapcbkuii 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby:
CyNyTHA 3MiHa - 3MiHM 3 AKOCTi - 3MiHK 3 AKOCTi. [0TOBUI NiKaPCbKUIA
3aci6. 3MiHn y BUpo6HMUTBI. 3MiHM BUNpobyBaHb abo AoNyCTUMMX
MeX, BCTaHOBINEHMX Y cneumndikauisx, nig yac BUpobHMUTBa
rOTOBOrO MiKapCbKOro 3acoby - yTOYHEHHS (DOPMYIHOBaHHS
HOpMyBaHHS TecTy «Po3unHeHHsA» Ta TecTy «OpHOpIaHICTE
[030BaHNnx oamHuue» y MKA 13 (i3 BianosigHo0 CynyTHLO0
3MiHOO y cneuudikalisx Ta MeTOAMLI KOHTPOIO SKOCTi MPOMIKHOIO
npoaykTy HepoadacoBaHi Tabnetku); - 3MiHa HOpMyBaHHs Ta
METOAMKM BUKOHAHHSA TeCTy «laeHTudikauisy, 3miHa meToanku
BWKOHAHHSA TecTiB « O4HOPIAHICTb A030BaHMX oanHULLY, «KinbkicHe
BM3Ha4YeHHs» (i3 BiAMOBIAHO CYnyTHBOK 3MiHOK Y crieumdikaLisx
Ta METOAMLI KOHTPOMIO SKOCTi MPOMDKHMX NPoAyKTiB [paHynaT
HeonyapeHun, HeposdgacoBaHi TabneTky, y MeToauLi KOHTPOIo
AKOCTi «BuaHavyeHHs 0fHOpPIAHOCTI BMICTY Ait040i pe4OBUHM B
NpPOMiXHUX NpoAykTax nikapcbkoro 3acody PEHOBAPBIN IC, »); -
YTOYHEHHS METOAMKM BUKOHAHHA TecTy «Po3unHeHHsa» y MKA 13
(HaBedeHHs1 onmcy NPUroTyBaHHSA PO34YMHY NOPIBHAHHS); -
npuBeaeHHs Ha3B peakTueis Ao APY (gitoya pepakuis) B MKA M3
(TecTn «PosunHeHHsA» Ta «CynpoBigHi Aomikny») Ta y MKA Ha
NPOMIXKHI NPOAYKTM (SIK CynyTHS 3MiHa); 3MiHu | Tuny - 3miHn WwWoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsay - NpMBeAeHHs
dopmynoBaHHA po3giny «MapkyBaHHA» 40 dhopmaTy BiAMOBIAHO
BMMOT [1il04Or0 3aKOHOAABCTBA, 3aTBEPAXKEHO: NPONOHOBAHWIN TEKCT
MapKyBaHHS AOAAETLCS; 3aMpPONoOHOBaHO: 3riAHO 3aTBEPAXEHOro
TEKCTY MapKyBaHHSA

238.

®EHOBAPEI
TANIC

Tabnetku no 50 mr,
no 10 Tabnetok y
6nictepi; no 5
GnicTtepiB y navui

ToBapwucTtBo 3
[0[aTKOBOO
BignoBiganbHi
cTio
"IHTEPXIM"

YkpaiHa

TosapucTBo 3
[0[AaTKOBOO
BignoBiganbHicT
10 "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH 0O peecTpauiiHuX MaTtepianis: 3MiHu | TUny - 3MiHK 3
sKocTi. [oToBMI Nikapcbkui 3aci6. 3MiHK y BUPOOHMLTBI. 3MiHK
BMNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneuudikauisix, nig Yyac BUpOBHMLTBA rOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOro BUNPOobyBaHHs B NpoLeci BUpobHNLTBA) -
BUITy4EHHS NMoka3HuKa «3anuvLuKoBa BOroricTby i3 cneumdikauii Ta
MeTOoZiB KOHTPOIH NPOMIXKHOTO NpoaykTy «[paHynsaT
HeomnyApeHun»; 3MiHu | Tuny - 3MiHM y cneumdikauisx Ta MeToaukax
KOHTPOMIO SIKOCTi AOMOMDKHOI PEYOBMHW: NAKTO3M MOHOTIApaT (3a
nokasHukamu «Po34nHHICTb», «ONTUYHA ryCTUHA» ), KpoXmarnb
KapTONnsAHUI (3a NokasHUKaMKn « PO3UYMHHICTLY, «laeHTudikauisy,
«[liokenp cipku»), KanbLjio cTeapat (3a NokasH1KamMu
«P0o3unHHicTb», «KnucnoTHicTb abo nyxHicTby», «KinbkicHe
BU3HAYEHHS»), XXenaTuH (3a nokasHukam «lgeHtudikauisy, «diokevg,
CipKM»), HaTpilo KpockapmMenoaa (3a nokasHukamu «Onuc»,
«lpeHTudikauisi»); 3miHu | TMNY - AONOBHEHHS cneuudikauii Ta
MeTOoZiB KOHTPOIO NepBUHHOIO NakyBanbHoro matepiany M3

3a
peuenmom

UA/4052/01/02
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nnieka nonisiHinxnopugHa Tectom "lpeHTudikayis” 3 BignosigHUm
MeToAOM BUNPOBYBaHHS; 3MiHM | Tuny - 3MiHK 3 sikocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb roToBoro nikapcbkoro 3acofy: cynyTHS
3MiHa - 3MiHK 3 siKoCTi. FOTOBMIA Nikapcbkuid 3aci6. 3miHn y
BMPOOHMUTBI. 3MiHM BUNpobyBaHb abo [oNyCTUMUX MEX,
BCTaHOBIIEHUX Y crneumdikauisx, nig Yac BUpoOHMULTBa roToBOro
nikapcbKoro 3acoby - YTOYHEHHS1 (DOPMYTIOBaHHS HOPMYBaHHS TECTY
«Po3unHeHHsa» Ta «OgHOPIAHICTb 4030BaHMX oanHUUbLY Yy MKA 113
(i3 BignoBigHOO CynyTHBO 3MiHOW y crieumdikalisx Ta MeToguui
KOHTPOIO AIKOCTi MPOMiXHOro NpoaykTy HepoadacosaHi TabneTku); -
npuBeaeHHs Ha3B peakTueis Ao APY (aitoya pepakuisa) y Tekcti MKA
M3 ( Tectn «Po3unHeHHs», «CynpoBigHi gomilkny, «KinbkicHe
BU3Ha4YeHHsA») Ta y MKA Ha npomikHi NpoayKTu (SK CynyTHs 3MiHa);
3MiHM | Tuny - 3miHn wono 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy - npuBefeHHs hopMyIoBaHHA po3ainy
«MapkyBaHHa» A0 dhopmaTy BiANOBIAHO BUMOT Ail04HOro
3aKOHOAaBCTBA, 3aTBEPAXXEHO: NPOMOHOBAHNIA TEKCT MapKyBaHHS
[0Aa€ETbCS; 3anpOMNoOHOBAHO: 3riAHO 3aTBEPAYKEHOrO TEKCTY
MapKyBaHHs

239.

®EHOBAPEI
TANIC

Tabnetku no 100 wmr,
no 10 TabneTok y
6nictepi; no 5
6nictepis y navui

ToBapwucTtBo 3
[04aTKOBOK
BignoBiganbHi
CTHO
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3
[0AaTKOBOK
BiAnoBiganbHicT
o "IHTEPXIM"

YkpaiHa

BHECEHHS 3MiH A0 peecTpauinHux MaTepianis: 3MiHu | TURy - 3MiHK 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. 3MiHM y BUPOBHULTBI. 3MiHK
BuNpobyBaHb abo AONYCTUMMX MEX, BCTAHOBIEHUX Y
cneuudikauisx, nig Yac BUpOObHMLITBa rOTOBOrO NiKapCbKoro 3acoby
(BUNYYEHHS HECYTTEBOrO BUNPOBYBaHHS B NpoLeci BUpobHuLTBA) -
BUITYyYEHHS NnokasHuKa «3anuvLuKoBa BOroricTby i3 cneumndikauii Ta
MeTOo/iB KOHTPOIO NPOMIDKHOTO NMPOAYKTY «[paHynaT
HeonygpeHu»; 3MiHu | TMny - 3MiHKW y cneumdikaLisx Ta MeTogmkax
KOHTPOMIO SIKOCTi AOMOMDKHOI PEYOBMHW: NAKTO3M MOHOTIAPaT (3a
nokasHukammn « Po34nHHICTb», « ONTUYHA ryCTUHAY), KPOXMarb
KapTonnsHUM (3a NokasHukamu «Po34rHHICTbY, «laeHTudikauisy,
«[iokeng cipkn»), KanbLito cTeapaT (3a Noka3HMKamu
«Po3unHHicTbY, «KncnoTHicTb abo nyxHicTby, «KinbkicHe
BM3HAYEHHSI»), )XenaTuH (3a nokasHukam «laeHTudikauisy, «Hiokeung
Cipku»), HaTpilO0 Kpockapmenosa (3a nokasHukamu «Onucy,
«lpeHTndikauis»); 3miHm | TNy - ONOBHEHHs cneyndikauii Ta
MeToZiB KOHTPOIO NEPBUHHOTO NakyBanbHoro Matepiany 13
nniBka nonisiHinxnopuaHa Tectom "laeHTudikayis” 3 BignosigHUM
MeToA0M BUMPOBYBaHHS; 3MiHu | TUMY - 3MiHK 3 AKoCTi. [oTOBMI
nikapcbkuii 3aci6. KoHTpornb roToBOro nikapcbkoro 3acofy: cynyTHS
3MiHa - 3MiHM 3 AKOoCTi. [0TOBMI nikapcbkuii 3acib. 3MiHK y
BMPOGHMUTBI. 3MiHM BUNpobyBaHb abo AONyCTUMUX MEX,
BCTaHOBIEHUX Y crieyudikauisix, nig Yac BMpobHULTBaA roTOBOro
nikapcbKoro 3acoby - yTO4YHEHHST (DOPMYIOBaHHA HOPMYBaHHS TECTY
«Po3unHeHHs» Ta «OgHOpIgHICTL f030BaHMX oauHUUb» Y MKA N3
(i3 BignoBigHoOO CynyTHLO 3MiHOK Y creumdikaLisax Ta meToauui
KOHTPOMIO SIKOCTi MPOMDKHOrO NpoAykTy HeposdacoBaHi TabneTkm); -
npuBeaeHHs HasB peakTueiB go APY (gitoya pepakuis) y Tekcti MKA

3a
peuernmom

UA/4052/01/03
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
[N13 ( Tectn «Po3unHeHHs», «CynpoBigHi oMmilikny», «KinbkicHe
BM3HaYeHHs») Ta y MKA Ha npoMikHi NpoayKTH (K CynyTHS 3MiHa);
3MiHM | Tuny - 3miHK wopno 6e3nekn/edekTUBHOCTI Ta
apmakoHarnsgy - npuseaeHHs opMynioBaHHA po3ainy
«MapkyBaHHA» A0 hopmaTy BiANOBIAHO BUMOT AiH0HOro
3aKOHOAaBCTBA, 3aTBEPAXKEHO: MPOMOHOBaHNIA TEKCT MapKyBaHHS
A0[AETLCS; 3aMPONOHOBaHO: 3riAHO 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS
240.| ®PIAIKU TpaBano 50 ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3miHu | Tuny - 3miHn bes UA/2269/01/01
TPABA naykax 3 BHyTpiwHiM | ®apmaueBTny dapmaueBTUyHa wopno 6esnekn/edeKTMBHOCTI Ta hapmakoHarnsaay - 3MiHM BHECEHI B | peuenma
naketom; no 1,5ry Ha ¢abpuka cabpuka TEKCT MapKyBaHHS1 yNakoBOK fikapcbkoro 3acoby (n.17) woao
dinbTp-nakeTi, No "Biona" "Biona" HaHEeCEeHHs1 TOProBoi MapKu
20 inbTp-nakeTiB y
nayui
241 @®IHroniMopn | kancynu no 0,5 mr TOB YkpaiHa Bupo6HuLTBO, Yuni/ BHECEHHS 3MiH 0 peecTpaLiiiHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/17846/01/01
-BICTA no 7 kancyny "®apmaueBTn nepBuHHE, Icnanis/ wono 6esnekun/edhekTMBHOCTI Ta hapMakoHarnsgy. 3MiHW y KOPOTKin | peuenmom
6nictepi; no 4 YHa KOMMaHis BTOPUHHE Yecbka XapaKkTepucTuLi NikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta
Gnictepu B Bicta" nakyBaHHs, Pecnybnika IHCTPYKUii ANS MeANYHOro 3aCTOCYBaHHS
KapTOHHiIN kopobui KOHTPOMb SKOCTI: reHepunyHnX/riopnaHnx/6ionodibHunx nikapcbkmx 3acobis nicns
CiHTOH Yuni BHECEHHS TiEi caMoi 3MiHW Ha pedbepeHTHUI npenaparT (3MiHa He
NToa., Yvni; notpebye HagaHHS XOOHUX HOBUX JOAATKOBUX AAHUX) - SMiHM
MepBuHHE, BHECEHI [0 iHCTPYKLIi AN MeAWNYHOro 3aCTOCYBaHHS IiKapCbKOro
BTOPUHHE 3acoby y po3ainu "®apmakonoriyHi BnactmeocTi", "lMoka3zaHH:A"
nakyBaHs, (mopaHHs iHopMaLii Woao 3acTocyBaHHs y Aiteln Bikom Big 10
KOHTPOIb SIKOCTI, pokiB Ta cTapuie), "lMpoTunokasanHsa", "OcobnmnBocTi 3acTocyBaHHS",
BUMYCK cepii: "BacTtocyBaHHs1 y nepiof BariTHOCTi abo rogysaHHs rpyaar”, "Cnocib
CiHTOH XicnaHis, 3actocyBaHHsi Ta go3u", "Oitn", "MepenosysaHHs", "MNobivHi peakuii”
C.11., IcnaHis; 3rigHo 3 iHhopMmallieto LWoA0 MEANYHOIO 3aCTOCYBaHHS
KoHTponb sKkocTi pedbepeHTHOro nikapcbkoro 3acoby (FineHis, kancynu Teepai no 0,5
i3nKO XiMiYHUI: Mr). BBegeHHst 3MiH NPOTSAroM 6-Tu MicsLIB NiCns 3aTBEPIKEHHS.
KiHTa -
AHanitika c.p.o.,
Yecbka
Pecnybnika
242 ®INEBOTOH renb2% no40ry AT Bonrapis Bupo6HMuTBO Bonrapis BHECEHHS 3MiH 10 peecTpauiiHMX MaTepianis: 3MiHu | Tuny - be3 UA/0747/01/01
Ty6i; no 1 Ty6i B "Cocpapma" Hepo3dgacoBaHo ApamiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu peuenma
KapTOHHIN nayui i npogykuii, 3asBHUKa (BracHUKa peecTpaLiniHoro NocBig4eHHs) - 3MiHa
nepBrHHa Ta HaVMeHyBaHHs Ta agpecy 3asiBHUKA aHIMINCLKO MOBOI); 3MiHM |
BTOPUHHA TMny - AoMiHicTpaTuBHI 3mMiHW. 3MiHa HaiMeHyBaHHs Ta/abo agpecu
yrnakoBka: MiCList NPOBaKEHHS AiNbHOCTI BUPOOHMKa/imnopTepa roToBoro
AT "Cocpapma”, nikapcbKkoro 3acoby, BKNoYarun AinbHULI BUNYCKy cepii abo Micue
Bonrapis; NpOoBEAEHHS! KOHTPOIHO SIKOCTI. (QisiNbHICTb, 3a SKy Bignosigae
[o3sBin Ha BMPOGHWMK/IMNOPTEp, BKINIOYAOUM BUMYCK CEPilt) - 3MiHa HanMCaHHs
BUMYCK cepii: HaVMeHyBaHHs Ta agpecu MicLs NPOBadXXeHHSs QisiNbHOCTI
AT "Cocpapma", BUpoGHuKa M3 (go3Bin Ha BUNYCK cepii) aHrniicbkoto MoBoto, 6e3
Bonrapis 3MiHM MicLA BUPOGHMLTBA; 3MiHW | TUNY - AOMIHICTPaTUBHI 3MiHW.

3MiHa HaliMeHyBaHHs Ta/abo agpecy Micusi NPOBagXKEHHS
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AisnbHOCTI BUpobHUKa/iMnopTepa roToBOro nikapcbkoro 3acoby,
BKIOYaK0UM AinbHUL BUNYCKY cepii abo MmicLe npoBeaeHHs
KOHTPOIMIO SIKOCTI. (AisSiNbHICTb, 3a AKy Bignosigae
BMPOOHWK/iMNOpTep, He BKITOYAOUM BUNYCK Cepilt) - 3MiHa
HanncaHHsA HaMeHyBaHHA Ta aapecu MicLsi MPOBaMKEHHS
AisnbHocTi BupobHuka 13 (BignosiganbHOro 3a BUpo6bHMLTBO
Hepo3sdacoBaHoi NPOAYKLIi, NEPBUHHY Ta BTOPUHHY YMaKOBKY),
aHrMiNcbKoK MOBOH, 6€3 3MiHM Miclst BUpOGHMLTBA
243.| ®INEKCENT PO34MH Ans iH'ekuin, BPOC NTA peuis BPOC NTA [peuis BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3a UA/0436/01/01
250 mr/mn, no 1 mn wono 6e3nekn/edeKTUBHOCTI Ta chapmaKkoHarnsay - OHOBIEHHS peuenmom
(250 wmr), no 2 mn TEKCTY MapKyBaHHS YNakoBKW NiKapCbKOro 3acoby 3 BHECEHHAM
(500 mr), no 4 mn iHcpopMalii LWoao 3a3Ha4YeHHs OAMHULB BUMIpIOBaHHS Y cuctemi Sl.
(1000 mr) B amnyni y 3awmiHa po3giny «[I"padivyHe ohopMneHHs ynakoBku» Ha
nnacTMKoBOMy «MapkyBaHHsa» B 3aTBepmkeHnx MKA 113. 3anponoHosaHo:
6nictepi, no 1 MapkyBaHHs. BignoBigHO 40 3aTBEPAKEHOro TEKCTY MapKyBaHHS
6nictepy B
KapTOHHIN kopobui
244, ®IIOKCAII® masb oyHa 0,3 % no TOB «BAYLL YkpaiHa Op. lepxapa HimevuunHa BHECEHHS! 3MiH 10 peecTpauiliHux maTepianis: 3miHu | Tuny - 3a UA/8528/02/01
3 r y namiHoBaHin XEJIC» MaHH Xewm.- AamiHicTpaTuBHI 3miHn. 3MiHa HaimeHyBaHHA Ta/abo agpecu micus | peyenmom
Ty6i; no 1 Ty6i B dapm. Pabpuk NPOBaXeHHs OisiNbHOCTI BUPOOHMKa/iMnopTepa rotoBoro
KapTOHHiIN kopooLi m6X nikapcbkoro 3acoby, BKNOYaun AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOMIO SKOCTI. (AiSNbHICTb, 3a AKy Bignosigae
BMPOGHMK/IMNOpTEP, BKIOYaYM BUNYCK cepiil) HesHavyHa 3miHa B
HaliMeHyBaHHi Ta agpeci BUpobHuka M3 BHocuTbCs 3 MeTOO
NPVBEAEHHS Y BiAMOBIAHICTb A0 NiueH3ii Ha BUpOBHMLTBO 3asBeHO|
J1® y kpaiHi BUpoGHvKa. BBeaeHHst 3amMiH npoTsarom 6-t1 MicauiB nicns
3aTBEPAKEHHS.
245, ®JIOKCAN® masb o4Ha 0,3 %; no TOB "bayw YkpaiHa Op. M'epxapa Himeuunna BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | TUny - 3MiHK 3a UA/8528/02/01
3 r y namiHoBaHin Xenc" MaHH Xem.- wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy - OHOBIEHHS peuenmom
Ty6i; no 1 Ty6i B dpapm. Pabpuk TEKCTY MapKyBaHHS YNaKkoBKM NikapCbKoro 3acoby 3 BHECEHHAM
KapTOHHIN kopobui mbX iHcpopmaLii Loao 3a3Ha4YeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
BHeceHHs1 amiH o po3giny MKA: Mpaduyeckoe opopmneHune
ynakoBku. [MponoHoBaHa pefakuis: MapkyBaHHs. 3rigHo
3aTBEPPKEHOTO TEKCTY MapKyBaHHS. TepMiH BBEAEHHS 3MiH
npoTsirom 6 MicsiliB nicns 3aTBepaKEHHS
246. ®NY3AME[ kancynu TBepgi 150 yorng Type4uunH yorng TypeuunHa BHECEHHS! 3MiH 10 peecTpauiiHUX MaTepianis: TEXHIYHY NOMUIIKY be3 UA/18328/01/01
Mr, no 1 kancyni B MEOWUNH a MEAONLWVH BUMNPAaBIEHO Y TEKCTi MapKyBaHHS Ha BTOPWHHIN ynakosui J13. peuenma
6nicTepi, no 1 ITAY CAH. BE IJTAY CAH. BE 3ateepmxeHo: 13. HOMEP CEPII NNIKAPCbKOIO 3ACOBY -
Gnictepy B TIDK. ALLL. TIDK. A.LL. 3anponoHosaHo: 13. HOMEP CEPII NNIKAPCbKOIO 3ACOBY
KapTOHHiI kopooLi HasiBHWI. 3a3HayeHe BMNPaBIEHHs BiAMOBiAae MmaTepianam
peecTpauinHOro 4ocbe
247, enyimyuun PO34MH Ans iH'ekuin, 3amboH ITanis 3amboH C.IM.A. ITanis BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3miHu 3 3a UA/8504/01/01
100 mr/mn no 3 mn B C.IN.A. sKocTi. [oToBMI Nikapcbkuin 3aci6. 3MiHM y BUPOOHMLTBI. 3MiHK peuernmom
amnyni; no 5 amnyn BMNpoOyBaHbL abo JOMYCTUMMX MEX, BCTAHOBMEHUX Y
y MracTUKoBOMY crneumdikalisx, nig yac BUPOBGHMLTBA rOTOBOrO fikapCbKoro 3acoby -
niaaoHi B KAPTOHHIN 3MiHa MeTofy BUNpoGyBaHHsI LinicHOCTI (hinbTpa B npoueci
nayui Bupo6HuuTBa 13 3 MeToaa «bubble point method» Ha meTon
«forward flow test method»
248, ®JIYKOAAP PO34uH ANs iHY3in, AAP ®APMA CnonyyeH E€sponand ITanisa BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3miHu | Tuny - 3miHn 3a UA/15995/01/01
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B/B 200 mr/100 mn no nTao e XenTtkeap lBT. wono 6e3nekn/edeKTUBHOCTI Ta chapMakoHarnsay - OHOBIEHHS peuenmom
100 mny Koponisct Iira. TEKCTY MapKyBaHHS ynakoBKuW Nikapcbkoro 3acoby BiAnoBigHO Ao
KOHTelHepi; no 1 BO BuMor Hakady MO3 Ykpainu Big 23.07.2015 p. Ne460 3 BHECEHHAM
KOHTEeWHepy B NniBLi iHcpopmalUii LoAo 3a3Ha4YEeHHSA OAMHULL BUMIPIOBaHHS Y cuctemi Sl.
B KOpOOLi BHeceHHs 3MmiH go posginy MKA: MAPKYBAHHA MponoHoeaHa
pepakuis: 3rigHo 3aTBepKeHOro TeKCTY MapKyBaHHs. BBeaeHHs
3MiH NPOTAroM 6-Tu MicALiB Nicns 3aTBEpAXKEHHS
249 ®PArMIH® PO34MH ANs iH'ekwin NPANIEP CLWA BupobHuLTBO, Benbrisi/ BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3aMiHu | Tuny - 3miHn 3 3a UA/1581/01/01
5000 MO (aHTu- IHK. BTOPUHHE HimeyunHa sikocTi. A®Il. KonTponb A®I - oHoBneHHs nigpo3ainy 3.2.S.5 peuenmom
Xa)/0,2 mn no 0,2 nakyBaHHs, CraHpapTHi 3pa3kn abo npenapaTtu WoAo MiAroTOBKN eTanoHHNX
MI B 0QHOPa3oBOMY KOHTPOIb SIKOCTI, CTaHOapTiB AanTenapyHy HaTpito
wnpuui; no 5 BUMYCK cepii,
wnpuuis y ériictepi; BUBYEHHSA
no 2 6nictepu B cTabinbHOCTI:
KapTOHHiI kopooLi Mdbansep
MeHtodekdypuH
r benbris HB,
Benbris

BupobHuuTeo Ta
KOHTPOIb AKOCTI
(Bi3yanbHuiA
KOHTPOrb,
KOHTPOMb Ha
CTepunbHicTb Ta
KOHTPOnb
06’emy, Wwo
BUTSAraeTbCs):
BeTtep ®apma-
depTuryHr rm6X
& Ko. KT,
Himeuunna
BizyanbHun
KOHTpOrb,
KOHTPOMb Ha
CTEPUIbHICTb:
Betep dapma-
®epturyHr NmeX
& Ko. KT,
HimeuunHa
BizyanbHun
KOHTPO~b:
Betep ®apma-
®epturyHr FmeX
& Ko. KT,
HimeuunHa
BizyanbHuin
KOHTpPOrb,
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTPOIb Ha
CTEepUIbHICTb Ta
BTOPUHHE
nakyBaHHsI:
Betep dapma-
®epTuryHr Frm6X
& Ko. KT,
HimeyuunHa
250.| ®PPArMIH® pPO34MH aons MNeAN3EP CWA BupobHuLTBO, Benbrisi/ BHECEHHS 3MiH 10 peecTpauiiHiX maTtepianis: 3aMiHu | Tuny - 3miHn 3 3a UA/1581/01/02
iH'ekuinno 2500 MO IHK. BTOPUHHE Himeuunna akocTi. A®Il. KonTtponb A®I - oHoBneHHs nigpo3ainy 3.2.S.5 peuenmom
(aHTn-Xa)/0,2 mn; no nakyBaHHs, CraHpapTHi 3pa3kn abo npenapaTtu Woao NiAroTOBKM eTanoHHNX
0,2mMnB KOHTPOIb SKOCTI, cTaHgapTiB AanTenapuHy HaTpito
0fjHOpa3oBOMY BMNYCK cepii,
wnpwuui; no 5 BUBYEHHSA
wnpuuis y 6nicTepi; cTabinbHOCTI:
no 2 6nictepu B Mdpanszep
KapTOHHIN kopobui MeHtodekdypuH
r Benbris HB,
Benbrisa

BupobHuuTeo Ta
KOHTPOMb AKOCTI
(Bi3yanbHui
KOHTpPO~b,
KOHTPOSb Ha
CTEpPUIbHICTb Ta
KOHTpPOIb
06" emy, o
BUTAraeTbCA):
BeTtep ®apma-
®epTuryHr NM6X
& Ko. KT,
Himeuunna
BisyanbHui
KOHTpPOrb,
KOHTPOMb Ha
CTEPUIBHICTb:
Betep dapma-
®epturyHr FmeX
& Ko. KT,
HimeuunHa
BizyanbHun
KOHTpO~b:
BeTtep dapma-
®epturyHr NmeX
& Ko. KT,
Himeuunna
BizyanbHun
KOHTpOrb,
KOHTpOMb Ha
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CTEepUIbHICTb Ta
BTOPWHHE
nakyBaHHS:
Betep dapma-
®epturyHr N'méx
& Ko. KT,
Himeuunna
251.| ®PArMIH® PO34MH ANs iH'ekwin MNeAN3EP CWA Mdparizep Benbris BHECEHHS 3MiH O peecTpauiiHix maTtepianis: 3aMiHu | Tuny - 3miHn 3 3a UA/1581/01/03
10 000 MO (aHTu- IHK. MeHtodekuypuH sikocTi. A®Il. KoHTponb A®I - oHoBneHHs nigpo3ainy 3.2.S.5 peuenmom
Xa)/mnno 1 mn B r Benbris HB CraHgapTHi 3paskn abo npenapaTy WOAO NiArOTOBKW €TanoHHUX
amnyni; no 10 amnyn CTaHOapTiB AanTenapyHy HaTpito
B KAPTOHHI Kopobui
252.| ®YPA30nNIa Tabnetkn no 0,05 r MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB: BUNPaBeHO TEXHIYHY 3a UA/3834/01/01
OH no 20 TabneToky "MoHdapm" "MoHdapm" noMUnKy y n. 16 TeKCTy MapKyBaHHS yNakoBKU MikapcbKoro 3acoby | peyenmom
6nictepi; no 1 abo 5, (HeBipHO 3a3HayeHa Ha3Ba fikapcbKoro 3acoby): 3anpornoHOBaHo:
abo 10 6nictepiB y 16. IHOOPMAL|IA LWOOO MAPKYBAHHA LWPVU®TOM BEPAVNSA
navui 3 KapToHy ®ypasonigoH Tabnetkn no 0,05 r
3a3HayeHe BUMNpaBeHHs BianoBigae maTepianam peectpauiiHoro
[0cbe
253, eyumce AT TabneTku KYCYM IHAisA KYCYM IHAis BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/7617/02/01
aucneprosati no 50 XEJTTXKEP XENTXKEP MNMBT napameTpis cneuudikauii Ans nokasHWKa «CynpoBIAHI OMILLIKU» peuenmom
Mr no 4 tabnetku y MnBT NTA nTo (BEPX) y 3B'A13Ky 3 OHOBMEHHSIM MeToay BUNpobyBaHHs;
cTpuni abo 6nictepi, 3anponoHoBaHo [omiwka A He Ginbe 0,5% [omiwka B He Binblue
no 1 ctpuny abo 0,3% [Homiwka C He GinbLue 0,3% Homiwka RRT 6nusbko 0,55 He
6nictepy B 6inbLwe 0,5% HeigeHTudikoBaHa gomilka He binblue 0,2% Cyma
KapTOHHIN ynakoBLi [OMILOoK He Binblue 1,5%; 3miHn | Tuny - 3mMiHK y MeTogax
BUNpobyBaHb 3a MOKA3HUKOM «KiNbKiCHE BU3HA4YeHHs», a came -
BHECEHHS OMUCY NPUrOTYBaHHS XONOCTOrO PO34MHY, PO3UYMHHWKA i
YTOYHEHO KiNbKICTb iHXEKLiN pO34MHIB; -3MiHEHO CMiBBIgHOLUEHHS
peakTuBiB Npy NPUroTyBaHHI pyxomoi dasu; -gogaHo dopmyny
po3paxyHky crykoHasony B % Bif, 3asiBNEHOro BMICTY; -NepernsHyTo
KoediLjieHT cumeTpii Niky dnykoHasony Ans AOCATHEHHS KpaLloi
npuaaTHOCTI XpoMaTorpadiyHoi cuctemu; 3miHu | Tuny - 3amiHa
MeTOAY KOHTPOIIO SIKOCTi 32 NOKA3HWKOM «CYNpOBIAHi
Aomiwkn»(BEPX) y 3B'a3ky 3 onTumisadieto metoay BMnpobyBaHb;
3MiHK | TUNY - OHOBNEHHS 3aTBEPKEHOr0 MeToAY KOHTPOIO AKOCTI
N3, a came BMKNagaHHA TEKCTY AepXKaBHOK MOBOIO, 3rifHO
Cy4acHUX BUMOT
254 XIBEPUKC™ | | niocpinizaT ans makcoCmiTKn Benuka nakcoCwmitKns Benebris BHECEHHS 3MiH [0 peecTpauiHMX maTepianis: 3MiHu | Tuny - 3a UA/13048/01/01
HIBERIX™ pO34uHy ans anH Exkcnopt BputaHis | 1iH Bionopxikan3 BUIMYYEHHS TECTY AN BU3HAYEHHS MiHIManbHOI NeTanbHoi 403K peuernmom
BAKLUUHA iH’ekuin; no 1 gosiy Nimiten C.A. (Minimal Lethal Dose) in vivo 3i BHeceHHs cneuudikaLii npaBLEeBoro
ana nakoHi Ne1 B aHaTokcuHy (Tetanus Toxoid), Lo NpoBoAMTLCS Ha piBHI poboyoro
MPO®INAKT KOMMMEKTi 3 nocisHoro matepiany (Working Seed); amiHu | TUny - BUny4eHHs
UKU PO3YNHHUKOM TECTY ANs BU3HAYEHHS crneumdiyHOl TOKCUYHOCTI in Vivo 3i
3AXBOPIOB (cTepunbHui cneumdikauii npasLeBoro aHaTokcuHy (Tetanus Toxoid), wo
AHb, disionoriyHnn NpoBOANTLCS Ha PiBHI HEOUMLLIEHOTO NPABLIEBOrO aHATOKCUHY
3BYAHMKOM | po3yuH) no 0,5 mny
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
AKX € nonepeaHLo (Tetanus Crude Toxoid)
HAEMOPHIL HarnoBHeHOMY
us wnpuui Ne 1 3
INFLUENZAE | pBoma ronkamu B
TANY B kopo6ui; no 1 nosi'y
nakoHax Ne 100 y
KOMMMEKTi 3
PO3YMHHWKOM
(cTepunbHun
isionorivyHnin
po3uuH) no 0,5 mny
amnynax Ne 100 B
OKpeMmnx kopobkax
255 XYMOJOAP® PO34UH ANS iH'eKUin, MpAT «[o YkpaiHa MpAT "lMo YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHK 3a UA/1232/01/01
P 100P 100 MO/mn no 3 mn BUPOGHMLTBY BMPOGHMLUTBY wono 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsgy. 3MiHa y KopoTkii | peuernmom
y KapTpuaxi; no 3 iHCyniHIiB iHCyniHIiB XapaKkTepucTuLi NikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta
abono 5 "Inpap” "IHOAP" iHCTPYKUIii AN MEAMYHOro 3aCTOCYBaHHS Ha NiAcTaBsi perynspHo
KapTpuaxis y nayui OHOBINIOBAHOIO 3BiTYy 3 6e3nekyu nikapcekoro 3acoby, abo
3 KapToHy; no 10 mn pocnigpkeHb 3 6e3nekun 3acTocyBaHHSA NikapcbKoro 3acoby B
y cbrakoHi; no 1 nicnapeecTpauinHmn nepioa, abo sk pe3ynbTaT OUiHKN 3BiTY 3
dnakoHy B nayui 3 JocnigpxkeHb, NPOBeAEHNX BiANOBIGHO A0 NnaHy negiaTpuyHux
KapToHy; Mo 5 mny pocnimkeHs (PIP) (3MiHy y3roaXeHo 3 KOMNETeHTHUM
dnakoHi; no 1 abo YMOBHOBaXXEHNM OpPraHoM) - 3MiHVM BHECEHO A0 IHCTpyKUii Ans
no 5 cpnakoHis y ME[NYHOro 3aCTOCyBaHHS fikapcbKoro 3acoby Ao po3ainis
nauui 3 KApTOHy "OcobnueocTi 3acTtocyBaHHsA", "Cnocib 3acTocyBaHHsA Ta Jo3un",
"Mo6iuHi peakuii" BignosigHo ao pekomeHaauin PRAC EMA wopno
MOXIMBOIO PM3UKY PO3BUTKY aMinoifgosy WKipu Ta ninoguctpodii
256, LUENECTOAE | ma3b no 30 ry Tybi; OpraHoH LLisenuapi LWepinr-Nnay Benebriga BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/3403/02/01
PM-B® 3 no 1 T1y6i y CeHTpan lct a Jla6o H.B. ApMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsi Ta/abo agpecu peuernmom
rAPAMILIUH KapTOHHiI kopobui M6X 3asBHUKa (BNacHUKa peecTpauiiHoro nocsigvyeHHs). 3MiHa HasBu
oM 3asBHUKA BiAMOBIAHO A0 PiLLEHHS KOMNAaHii Ta yTOYHEeHHNA agpecu
3asBHUKa A5 NPUBEAEHHS Y BiANOBIAHICTL 4O OHOBMNEHOrO BUTATY 3
Toprosoro PeecTpy kpaiHu 3asiBHVKa. BBeAeHHS 3MiH NpoTArom 6-tu
MicsILiB Micnsi 3aTBEPOXKEHHS.
257 UENECTOAE | kpem no 30 ry Ty6i; OpraHoH LLisenuapi Lepinr-Mnay Benebris BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianis: 3MiHu | Tuny - 3a UA/3403/01/01
PM-B® 3 no 1 T1y6i y CeHTpan lct a Jla6o H.B. ApMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHsi Ta/abo agpecu peuernmom
rAPAMILUUH KapTOHHIN kopooLi MmbX 3asiBHUKA (BMacHUKa peecTpauiiHoro nocBig4eHHst). 3mMiHa Ha3su
OoM 3asiBHMKa Bi4NOBIAHO A0 PiLLeHHS1 KOMMaHil Ta yTOYHEHHS agpecu
3asBHUKa A5 NPUBEAEHHS Y BiAMNOBIAHICTb 4O OHOBMEHOIO BUTSATY 3
Toprosoro PeecTpy KkpaiHn 3asBHvKa. BBegeHHs 3amiH npoTtarom 6-tu
MicsLiB micnsi 3aTBEpOXKEHHS.
258.) LENICTA® cnpen Ansi poToBoOi MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3amiHu | Tuny - 3miHu 3 6e3 UA/16494/01/01
nopoXxHuHu, 0,1 "dapmaueBTu "dapmaneBTUYH sKocTi. [oToBMI nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepmiHax peuenma
mr/mn no 50 mn y YHa hipma a dipma npuaaTHocTi abo yMmoBax 36epiraHHs1 rOTOBOrO fikapcbkoro 3acoby
donakoHi; no 1 "OapHuus” "OapHuus” (36inbLUeHHs1 TepMiHY NpUAATHOCTI rOTOBOIO MikapcbKkoro 3acoby) -

nakoHy 3
Hacafkoto-
po3nunoBavem y
nayui

[ins ToproBoi ynakoBku (NiATBEPAKYETLCA AaHMMK peanbHOro Yacy)
- 36inbLUEHHsI TEPMiHY NPUAATHOCTI FOTOBOIO fikapcbKoro 3acoby Ha
OCHOBI MO3UTUBHKX Pe3yNbTaTiB JOBrOCTPOKOBMX AOCHIAKEHb
cTabinbHOCTi y peanbHoMy Yaci: 3aTBepmxeHo: TepMiH npugaTHocTi
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
2 poku. 3anponoHoBaHo: TepMiH NPMAATHOCTI 3 poKW. 3MiHWN BHECEHI
B IHCTPYKUiO Ans MmeanyHoro 3actocyBaHHsA 13 y p. "TepmiH
npvgatHocTi". BBeAeHHst 3MiH NpoTsArom 6-Tu micsuiB nicns
3aTBEPOKEHHS.
259, LE®A30IIH NMOPOLLOK Ans MpuBaTHe YkpaiHa Ksiny Kutan BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3miHu | Tuny - 3miHn - UA/15381/01/01
pO34uHy Ans aKuioHepHe dapmavueyTikan oo 6e3nekn/edbekTMBHOCTI Ta hapMaKkoHarnsay - OHOBIEHHS BXe
iHekuinno 1,0, in TOBapuCTBO Ko., Ilta 3aTBEPKEHOro TEKCTY MapKyBaHHS AN BTOPUHHOI yNaKoBKM
bulk: 50 dpnakoHie 3 "Nekxim- «KOPOBKA» Ta BHeceHHs1 3miH ans J13 y dopwmi in bulk go posginy
NOPOLLKOM Y Xapkis" MKA « MAPKYBAHHA»: MNMponoHoBaHa peaakuia: MAPKYBAHHA
kopobKax 3 KapToHy BignosigHO A0 3aTBEPAKEHOro TEKCTY MapKyBaHHS, WO AOAAETLCS.
BeepgeHHs 3MiH npoTsrom 3-x MicsuiB nicns 3aTBepaXeHHs
260.| LE®A3O0IIH NMOPOLLOK Ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLliliHiX maTepianis: 3MmiHu | Tuny - 3miHn 3a UA/15387/01/01
PO34UHY ANS iH'eKuin aKuioHepHe akKujioHepHe oo 6esnekn/edbeKTUBHOCTI Ta hapmakoHarnsgy - BHECEHHSA 3MiH | peyernmom
no1,0r, 1a6o 5, TOBapUCTBO TOBapUCTBO ans M3 po po3giny MKA: MAPKYBAHHA. MponoHoBaHa pepakuis:
ab6o 50 cpnakoHis 3 "Iekxim- "Nekxim-Xapkis", MAPKYBAHHA BignosigHo 0o 3aTBepAXeHOro TEKCTY MapKyBaHHS.
NMOPOLLIKOM Y navi 3 Xapkis" YkpaiHa OHOBEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCcbKkoro 3acoby 3
KapToHy; 1 crakoH 3 (nakyBaHHsi i3 BHECEHHAM iHopMaLii LLOAO 3a3HaYEeHHsT OANHULb BUMIPIOBaHHS Y
nopoLukom Ta 1 copmu in bulk cuctemi Sl. BBeaeHHs 3MiH npoTsarom 3-x mMicsiie nicnsi
amMnyna 3 dipmun- 3aTBepAKeHHS
PO34YMHHMKOM (BOAA BUpPOBHMKa
Aans iH'ekuin) no 10 Ksiny
mn B 6nictepi; no 1 ®apmaveyTikan
6nictepy B nayui 3 Ko., Ita.,
KapToHY Kutai)
261.| LE®A3OIIH- | nopowok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHiX maTepianis: 3mMiHu | Tuny - 3mMiHn 3a UA/6216/01/01
OAPHULA po3uunHy ans iH'ekuin | "dapmauesTtu "®apmaueBTUYH wopno 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsigy - 3MiHM BHECEHI B | peyenmom
no 0,5 r, 1 dnakoH 3 YHa ipma a gipma TEKCT MapKyBaHHS1 YNaKkoBKW Nikapcbkoro 3acoby LoAo 3a3HavyeHHst
MOPOLLIKOM B NavLyj; "OapHuus" "NapHuus” OoAMHWLb BUMIpIOBaHHS y cuctemi Sl. 3amiHa posainy «[padiyHe

5 dpnakoHis 3
MOPOLLKOM B
KOHTYPHIl
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapyHKOBIN ynakoBLi
B nauui; 1 donakoH 3
MOPOLLIKOM Y
KOMMAeKTi 3 1
amnynoto
po3ynHHuKa (Boaa
ans iH'ekuin-
OapHuus) no 5 mn B
KOHTYPHIl
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapyHKOBIN ynakoBLi

opopMIIeHHs ynakoBku» Ha «MapkyBaHHA» B 3aTBepaxeHnx MKA
3. 3anponoHoBaHo: MAPKYBAHHA. BignosigHo o
3aTBEpAKEHOro TEKCTY MapKyBaHHA. BBeAeHHSA 3MiH NpoTarom 6-Tu
MicsILiB Micnsi 3aTBEPOKEHHS
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
B nauui; 40
nakoHiB 3
MOPOLLKOM y KopobLi
262.| LUE®A3OIIH- | nopowok ans MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3MiHn 3a UA/6216/01/02
OAPHULA po3uunHy Aons iH'ekuin | "dapmaueBTn "dapmaneBTUYH wopno 6e3nekn/edeKTUBHOCTI Ta hapmMakoHarnsgy - 3MiHM BHECEHI B | peyernmom
no 1,0 r, 1 donakoH 3 YHa hipma a cipma TEKCT MapKyBaHHS1 YNaKoBKW NikapcbKoro 3acoby LoAo 3a3HavyeHHst
MOPOLLKOM B NavLyj; "NapHuus" "NapHnus” oAMHNLL BUMIptoBaHHS y cuctemi Sl. 3amina posginy «[padivHe
5 donakoHis 3 odopMIeHHs ynakoBku» Ha «MapkyBaHHA» B 3aTBepaxeHnx MKA
NOPOLLUKOM B J13. 3anponoHoBaHo: MAPKYBAHHA. BignosigHo ao
KOHTYPHIN 3aTBEPAKEHOro TEKCTY MapKyBaHHSA. BBeAeHHS 3MiH NpoTarom 6-Tu
YapyHKOBIN MiCsILIiB Micnsi 3aTBEPOKEHHSA
ynakosui; rno 1
KOHTYPHIl
YapYHKOBIN yrMakoBLi
B navui; 1 pnakoH 3
MOPOLLIKOM Y
KOMMMekTi 3 1
amnynoto
po3uunHHKKa (Boga
ons iH'ekyin-
OapHuus) no 10 mn
B KOHTYPHil
YapyHKOBIN
ynakosui; no 1
KOHTYPHIl
YapYHKOBIN yrNakoBLi
B nauui; 40
hbnakoHiB 3
MOPOLLIKOM Y Kopobui
263.| LE®ENIM MOPOLLIOK ANst MpuBaTtHe YkpaiHa Ksiny Kutaw BHECEHHS 3MiH 10 peecTpaLiliHiX maTepianis: 3aMmiHu | Tuny - 3miHn - UA/13348/01/01
PO34MHy AN iH'eKuin akuioHepHe dapmaveyTikan wono 6e3nekun/edhekTUBHOCTI Ta hapMaKoHarnsay - OHOBIEHHS BXe
no 1,0 rin bulk: 50 TOBapuUCTBO Ko., NTa. 3aTBEPKEHOro TEKCTY MapKyBaHHSA ANS BTOPUHHOI YNakoBKU
dnakoHiB 3 "Iekxim- «KOPOBKA» Ta BHeceHHs1 3miH ans 113 y copmi in bulk go posginy
MOPOLLIKOM Y kopobui Xapkis" MKA «TPASIMHE OPOPMNEHHA YNAKOBKW»: MNMponoHoBaHa
pepakuis: MAPKYBAHHA BignosigHo fo 3aTBepaXeHoro TekcTy
MapKyBaHHS, L0 AOAAETHCS.
BBepneHHs 3MiH npoTsrom 3-x MicsLiB nicnst 3aTBepaXeHHs
264.| LE®ENIM MOPOLLIOK ANsi MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn 3a UA/13564/01/01
PO34MHY Ans iH'eKuin akuioHepHe akuioHepHe oo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsigy - BHECEHHS 3MiH | peuernmom
no1,0r; 1a6o 5, TOBapWCTBO TOBapuCTBO ANSA roToBOro fnikapcbKkoro 3acoby Ao posginy MKA: FPA®IMHE
abo 50 dpnakoHiB 3 "Jlekxim- "Jlekxim-Xapkis", O®OPMIJTEHHA YNAKOBKW MNponoHoBaHa peaakuis:
NMOPOLLKOM Y navi 3 Xapkis" YkpaiHa MAPKYBAHHA BignosigHo 0o 3aTBEpAXeHOro TEKCTY MapKyBaHHS.
KapToHy; 1 dnakoH 3 (nakyBaHHs i3 OHOBMEHHS TEKCTY MapKyBaHHS YMakoBKU MikapcbKoro 3acoby 3
nopotukom Ta 1 dopmum in bulk BHECEHHSAM iHopMaLlii LWOAO 3a3HaYeHHsT OQNHULb BUMIPIOBaHHS Y
amnyna 3 dipmun- cuctemi Sl. BBeaeHHsi amiH npoTtsarom 3-x Micauis nicns
PO34YMHHMKOM (BOAA BMPOGHMKa 3aTBEpOKEHHS
Aans iH'ekuin) no 10 Ksiny
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
mn y 6nictepi, no 1 dapmaveyTikan
6nictepy y navui 3 Ko., Ilta, Kutan)
KapToHYy
265.| LE®OMNEKTA | nopoLuok Ans My6niyHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3miHu | Tuny - 3a UA/13412/01/01
M po34MHy Ans aKuioHepHe aKkuioHepHe apMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus | peyenmom
iH'ekuin, 500 mr/500 TOBapUCTBO TOBapUCTBO npoBaXXeHHs AisnbHOCTi BUPOBHMKa (BKIoYakouun, 3a HeobXigHOCTi,
Mr; no 1 conakoHy 3 "HaykoBo- "HaykoBo- MicLile NPOBEAEHHS KOHTPOMIO SKOCTi), abo BnacHuka mactep-danna
nopoLuKoM; no 1 BUPOBHWYMI BUPOBHWYMI Ha A®I, abo noctavansHuka A®l/BuxigHoro
dnakoHy 3 LeHTp ueHTp"bopLiaris MmaTepiany/peareHTy/NpOMiXHOIO MPOAYKTY, L0 3aCTOCOBYHOTLCS Y
NMOPOLLKOM B nayui 3 "BopLuariscbk CbKWIA XiMiKO- BUPOGHMLTBI ADI (SIKLLO 3a3HA4YEHO Y AOChE Ha Nikapcbkuii 3acib) 3a
KapToHy; no 5 Wi XiMiKo- dapmaueBTUYHK BiACYTHOCTI cepTudikaTta BignoBigHOCTI EBponenchkin dapmakonei y
c¢nakoHiB 3 thapmaneBTny 1 3asoa” 3aTBEPKEHOMY A0ChE, ab0 BUPOOHMKa HOBOT AOMOMIDKHOT PEYOBUHM
MOPOLLIKOM Y KaceTi; HuIM 3aBog” (AKLLIO 3a3HaYeHo Y A0CbE) - 3MiHa agpecu BUpobHrka AdI
no 1 kaceti y neHani (uedonepasoHy HaTpieBa cinb) Zhuhai United Laboratories Co., Ltd,
3 KapTOHY China, 6e3 3miHn Micusi BUpobHUMUTBA: 3anponoHoBaHo: No. 2428,
Anji Road, Sanzao Town, Jinwan District, Zhuhai, Guangdong-
519040, P.R. China
266.| LE®OMNEKTA | nopoLuok gns My6nivyHe YkpaiHa My6nivyHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3a UA/13412/01/02
M po34nHy ans aKuioHepHe akKujioHepHe apMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHs Ta/abo agpecu micus | peyenmom
iH'ekuin, 1 r/1r;no 1 TOBapUCTBO TOBapUCTBO npoBaXXeHHs AisinbHOCTI BUPOOHMKa (BKIOYakouun, 3a HeobXigHOCTi,
dnakoHy 3 "HaykoBo- "HaykoBo- MicLie NpoBeAeHHs! KOHTPOTHO sIKOCTi), abo BnacHuka macTep-danna
MOPOLLIKOM; O 1 BMPOGHNYMIA BMPOGHWYMIA Ha A®I, abo noctayansHuka Ad®l/BuxigHOro
dnakoHy 3 LEeHTp ueHTp"bopuuaris maTepiany/peareHTy/NpOMiXXHOIO MPOAYKTY, LLO 3aCTOCOBYHOTLCS Y
NMOPOLLKOM B nauui 3 "BopLuariscbk CbKWIA XiMiKO- BUPOGHMLTBI ADI (SIKLLO 3a3Ha4YeHO y AOChE Ha Nikapcbkuii 3acib) 3a
KapToHy; no 5 Wi XiMiKo- dapmaueBTUYHK BiJCYTHOCTI cepTudikaTa BignoBigHOCTI €Bponencokin dapmakonei y
dnakoHiB 3 tapmaneBTny 1 3aBsog" 3aTBEPKEHOMY AOChE, ab0 BUPOOHMKA HOBOT JONOMIDKHOI PEHOBUHM
NMOPOLLKOM Y KaceTi; Hu 3aBog" (AKLLO 3a3HaYeHO Y AOCbE) - 3MiHa agpecu BUpobHuka ADI
no 1 kaceti y neHani (uedbonepasoHy HaTpieBa cinb) Zhuhai United Laboratories Co., Ltd,
3 KapTOHY China, 6e3 3MiHu Micus BUpoGHMLUTBA: 3anponoHoBaHo: No. 2428,
Anji Road, Sanzao Town, Jinwan District, Zhuhai, Guangdong-
519040, P.R. China
267.| LE®OTAKCHU | nopowok ans MpuBaTtHe YkpaiHa Ksiny Kutaw BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3aMiHu | Tuny - 3miHK - UA/13414/01/01
M PO34MHY AN iH'eKUin akuioHepHe dapmaveyTikan wono 6esnekun/edeKTUBHOCTI Ta papmMakoHarnsay - OHOBIIEHHS BXe
no 1,0 r; in bulk: 50 TOBapuCTBO Ko., Ilta. 3aTBEPAKEHOro TEKCTY MapKyBaHHS AN BTOPUHHOI YNaKoBKW
dnakoHiB 3 "Nekxim- «KOPOBKA» Ta BHeceHHs1 3amiH ans 113 y dopmi in bulk go po3ainy
MOPOLLKOM Y kopobLi XapkiB" MKA «TPADIYHE OPOPMNEHHA YNAKOBKW»: MNMponoHoBaHa
pepakuis: MAPKYBAHHA BignosigHo [o 3aTBEpAXEHOrO TEKCTY
MapKyBaHHS, WO goAaeTbes. BBegeHHs 3MiH npoTsarom 3-x micsauis
nicnsa 3aTBepaXXeHHs
268.| LE®OTAKCHU | nopoluok ans MpuBaTtHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3MiHu | TUny - 3mMiHn 3a UA/13415/01/01
M PO34MHY Ans iH'eKuin akuioHepHe akuioHepHe wono 6esnekun/edeKTUBHOCTI Ta hapmakoHarnsay - BHECEHHs 3MiH | peuernmom
no 1,0 r 1 abo 5, abo TOBapuUCTBO TOBapuCTBO [ns roTOBOro nikapcbkoro 3acoby Ao posginy MKA: FTPA®IYHE
50 dnakoHiB 3 "JTekxim- "ekxim-Xapkis" OPOPMITEHHA YNAKOBKW MNponoHoBaHa pefakuis:
NMOPOLLKOM Y navi 3 Xapkis" , YKpaiHa MAPKYBAHHA BignosigHo 0o 3aTBEpAXeHOro TEKCTY MapKyBaHHS.

KapToHy; 1 onakoH 3

(nakyBaHHsi i3

OHOBIEHHS TEKCTY MapkyBaHHs YNakoBKM Nikapcbkoro 3acoby 3
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nopotLukom Ta 1 dopmu in bulk BHECEHHAM iHpopMalLlii LOAO 3a3Ha4YeHHSA OAVHNLL BUMIPIOBaHHS Y
amnyna 3 dipmu- cuctemi Sl. BBeaeHHs 3miH npotarom 3-x micauis nicns
po34unHHKKoM o 10 BUpo6GHuKa Qilu 3aTBEPKEHHS
mn (Boga ans Pharmaceutical
iH ekwuin) y bnictepi; Co. Ltd., Kutan)
no 1 6nictepy y
navui 3 KapToHY
269.| LE®OTAKCH | nopoLuok gns MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB: BUNPaBeHO TEXHIYHY 3a UA/18260/01/01
M KOMBI PO34uHY ONs iH'eKLuin akuioHepHe akuioHepHe KuTaicbka NOMUIIKY B iHCTPYKLT - rpamaTyHa nomurka y posginax "Cknag", peuenmom
no 0,5 r nopoLuky y TOBapuCTBO TOBapuCTBO HapogHa "[Nikapcbka dopma”, "PapmakonorivHi BnactusocTi”, "Bsaemopis 3
dnakoHi; 1 abo 10, "Nekxim- "Nekxim-XapkiB", Pecny6bnika iHLWMMM nikapcbkumm 3acobamm Ta iHWi BUaM B3aemogin”,
abo 50 cpnakoHiB y Xapkis" YkpaiHa "OcobnusocTi 3acTocyBaHHs", "Cnocib 3acTocyBaHHs Ta fo3m",
navuj; abo 1 cpnakoH (B1poBHMLTBO "Mepeno3ysaHHs", "MNobiyHi peakuii”, "Ynakoska". 3a3HayeHe
3 nopotukom Ta 1 Ta nepBuHHe BUNPaBIIEHHS BigMNoBigae marepianamMm peecTpauifniHOro 4oChe
amnyna 3 nakyBaHHs
po34nHHMKOM (Boaa PO34YNHHUKIB;
ans in'ekuin no 5 mn BTOPUHHE
B amnyni) B 6nicTepi, nakyBaHHs,
1 6nictep y nayui KOHTpOrb Ta
BWMYCK Cepii
roToBOro
nikapcbkoro
3acoby); PetoHr
dapmacbioTukan
Ko., N1,
Kutavicbka
HapogHa
Pecnybnika
(BMpOBHMLTBO
Ta nepBuHHe
nakyBaHHs
NOPOLLIKY)
270.] UE®OTAKCHU | nopowok ans MpuBaTtHe YkpaiHa MpuBaTtHe Ykpaina/ BHECEHHS 3MiH 10 peecTpaLiiHiX MaTepianiB: BUNPaBeHO TEXHIYHY 3a UA/18260/01/02
M KOMBI PO34UHY ANS iH'eKuin aKuioHepHe aKujioHepHe Kutavicbka NOMUIIKY B iHCTPYKLT - rpamaTyHa nomunka y posginax "Cknag", peuenmom
no 1 r MOpoLUKy y TOBapuCTBO TOBapuCTBO HapogHa "INikapcbka dopma”, "dapmakonoriyHi BnactusocTi”, "B3aemopis 3
donakoHi; 1 dnakoH "Nekxim- "INekxim-Xapkis", Pecnybnika iHWMMK nikapcbkumy 3acobamu Ta iHWI BUAW B3aemopin”,
3 nopotukom Ta 1 Xapkis" YkpaiHa "OcobnueocTi 3acTtocyBaHHs", "Cnocib 3acTocyBaHHsA Ta Jo3un",
amnyna 3 (BUpOBHMLTBO "Mepepno3ysaHHs", "lMobiyHi peakuii”, "Ynakoska". 3a3HayeHe
po3uunHHuKoM (Boaa Ta nepBuHHe BUNpaBfeHHs Bignosigae marepianam peectpauinHoro 4ocbe
ans in'ekuin no 10 nakyBaHHsi
Mn B amnyni) B PO3YMHHWKIB;
6nictepi, 1 6nictep BTOPUHHE
y nayui; 1 donakoH 3 nakyBaHHs,
nopoLukom Ta 1 KOHTpOrb Ta
amnyna 3 BUNYCK cepii
PO3YNHHWKOM roToBOro

(Nipokain, po3yumH
ans in'ekuin 10
Mr/mn no 5 mn B

niKapcbKoro
3acoby); PetoHr
dapmacbioTukan
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
amnyni) B 6nictepi, Ko., ITA,
1 6nicTep y nayui Kutavicbka
HapoaHa
Pecnybnika
(BpPOGHULTBO
Ta nepBuHHe
nakyBaHHs
NOPOLLIKY)
271.| UE®TA3UNOU | nopoLuok gns MpuBaTHe YkpaiHa Ksiny Kutan BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3miHu | Tuny - 3miHn - UA/13654/01/01
M PO34UHY ANs iH'eKuin aKuioHepHe dapmaveyTikan wono 6esnekun/eceKTUBHOCTI Ta hapmakoHarnsgy - OHOBIIEHHS BXe
no 1,0 r; in bulk: 50 TOBapuCTBO Ko., Ilta. 3aTBEPAKEHOro TEKCTY MapKyBaHHS AN BTOPUHHOI YNaKoBKW
c¢nakoHiB 3 "INekxim- «KOPOBKA» Ta BHeceHHs1 3miH ans J13 y dopmi in bulk go po3giny
MOPOLLIKOM Y kopobui Xapkis" MKA «TPAPIMHE O®OPMNEHHA YMNAKOBKW»: MponoHoBaHa
pepakuis: MAPKYBAHHA BignosigHo o 3aTBepaXeHoro TekcTy
MapKyBaHHS, L0 AOAAETHLCS.
BBepgeHHs 3MiH npoTsrom 3-x MicsuiB nicns 3aTBepaXeHHs
272.| UE®TA3NOU | nopoLuok gns MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa BHECEHHS 3MiH 10 peecTpauiliHiX maTepianis: 3aMiHu | Tuny - 3miHn 3a UA/13768/01/01
M PO34MHY AN iH'eKUin aKuioHepHe akuioHepHe oo 6e3nekn/edhekTUBHOCTI Ta hapmakoHarnsgy - BHECEHHS 3MiH | peuernmom
no 1,0r; 1, abo 5, TOBapUCTBO TOBapUCTBO Ans roToBOro nikapcbkoro 3acoby go posginy MKA: TPA®IMHE
ab6o 50 cpnakoHiB 3 "Nekxim- "NekxiMm-Xapki" OPOPMIJIEHHA YNAKOBKW MponoHoBaHa pepakuis:
NOPOLLKOM Y nayui 3 Xapkis" MAPKYBAHHA BignosigHo 0o 3aTBepAXeHOro TEKCTY MapKyBaHHS.
KapToHy, 1 coriakoH 3 OHOBMEHHS TEKCTY MapKyBaHHS YNakoBKW MikapCcbKoro 3acoby 3
nopotukom Ta 1 BHECEHHAM iHopMaLlii LLOAO 3a3HaYeHHsT OONHULb BUMIPIOBaHHS Y
amnyna 3 cuctemi Sl. BBeaeHHs amiH npoTtsarom 3-x micauis nicns
PO34YMHHMKOM (BOAA 3aTBEpPOKEHHS
Aans iH'ekuin) no 10
mn B 6nictepi, no 1
Onictepy B nayui 3
KapToHY
273 UE®TPUAKC | nopowiok ans MpuBaTtHe YkpaiHa Ksiny Kutaw BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHn - UA/13156/01/01
OH PO34UHY ANS iH'eKuin aKuioHepHe ®apmaveyTikan oo 6esnekn/edheKTMBHOCTI Ta hapMakoHarnsay - OHOBIEHHS BXe
no 1r, in bulk: 50 TOBapuUCTBO Ko., NNTg 3aTBEPKEHOro TEKCTY MapKyBaHHSA ANS BTOPUHHOI YNakoBKu
dnakoHiB 3 "Iekxim- «KOPOBKA» Ta BHeceHHs1 3amiH ans 113 y copmi in bulk go posginy
MOPOLLIKOM Y Kopobui Xapkis" MKA «T’PAGIMHE O®OPMNEHHA YMNAKOBKW»: MponoHoBaHa
3 KapTOHY pepakuis: MAPKYBAHHA BignosigHo 0o 3aTBEpAXEHOro TekcTy
MapKyBaHHS1, L0 AOAAETHCS.
BBeneHHs 3MiH npoTsirom 3-x MicsLiB nicnsi 3aTBepaXKeHHs
274 UE®YPOKCWU | nopowok ans MpuBaTtHe YkpaiHa Ksiny Kurai BHECEHHS 3MiH 10 peecTpaLiliHix maTepianis: 3miHu | Tuny - 3miHK - UA/15364/01/01
M pO34uHy ans aKuioHepHe ®apmaueyTikan wono 6esnekun/edeKTUBHOCTI Ta bapmakoHarnsay - OHOBIIEHHS BXe
iH ekuin no 0,75 ; in TOBapUCTBO Ko., NTa. 3aTBEpOKEHOro TEKCTY MapKyBaHHS AN BTOPUHHOI YMakoBKW
bulk: 50 dpnakoHis 3 "Nekxim- «KOPOBKA» Ta BHeceHHs1 3amiH ans 113 y ¢opmi in bulk go posainy
MOPOLLKOM Y kopobLi Xapkis" MKA «MAPKYBAHHA»: MNponoHoBaHa peakuis: MAPKYBAHHA
BignoBigHO [0 3aTBEPKEHOro TEKCTY MapKyBaHHS, WO AOAAETbCS.
BBegeHHs 3MiH NpOTArom 3-X MicAUiB Nicnsa 3aTBepaXKEHHS
275, LE®YPOKCWU | nopoluok ans MpuBaTtHe YkpaiHa Ksiny Kurtawn BHECEHHS 3MiH IO peecTpauiiHiX MaTepianis: 3MiHu | Tuny - 3miHn - UA/15364/01/02
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[TponoBxeHHs nojgaTka 3

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
M pPO34mMHy Ans akuioHepHe dapmaveyTikan Lwono Gesnekn/ehekTMBHOCTI Ta hapMaKkoHarnsiay - OHOBIEHHSI BXe
iH ekuin no 1,5r;in TOBapuUCTBO Ko., NTa. 3aTBEPAKEHOrO TEKCTY MapKyBaHHSA ANsl BTOPUHHOI YNakoBKW
bulk: 50 dpnakoHie 3 "Nekxim- «KOPOBKA» Ta BHeceHHs1 3miH ans 113 y dopmi in bulk go posginy
MOPOLLKOM Yy KOpobLyi Xapkis" MKA «MAPKYBAHHA»: MNMponoHosaHa peaakuis: MAPKYBAHHA
BignosigHo A0 3aTBEpPOXEHOr0 TEKCTY MapKyBaHHS, WO A0AAETHCS.
BBefeHHs 3miH NpoTArom 3-x MicauiB nicns 3aTBepaKEHHs!
276 UANNEH MOPOLLOK ANs MpuBatHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis: 3MiHu | Tuny - 3a UA/17717/01/01
po34MHy Ans aKuioHepHe aKuioHepHe AamiHicTpaTMBHI 3MiHW. 3MiHa Ha3BW NikapcbKoro 3acoby - 3MiHK peuenmom
iHcpysin, 500 mr/500 TOBapUCTBO TOBapUCTBO BHeceHi wopo Hasewu J13. 3ateepaxeHo: IMINMEHEM/LUMNACTATUH
mr no 1 abo 10 abo «Jlekxim- «Jlekxim-XapkiB» (IMIPENEM/CILASTATIN). 3anponoxoaHo: LWJMEH (CILPEN).
50 cnakoHiB 3 XapkiB» (BMpOBHMLTBO 3 BBeaeHHs 3MiH NpoTarom 3-x MicAUIB MiCNs 3aTBEPAXEHHS.
MOPOLLKOM Y nayuli npoaykuii in bulk
dipmun-
BMpobGHMKa ACS
DOBFAR S.p.A,,
Italy)
277.| UUTOCEUB® | po3uuH gns iH'ekuin, TOB HB® YkpaiHa BianosiganbHUin YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX MaTepianiB: YTOMHEHHsI 40 Haka3y 3a UA/18016/01/01
100 mr/mn; no 5 mn «MIKPOXIM» 3a BUPOBHULTBO MOS Ykpainm Ne 2854 Big 10.12.2020p. wopo HanucaHHs peuenmom
B amnyni; no 5 Ta peecTpauiiHoi Nnpoueaypu, a came: 3MiHum | Tuny - 3miHu Wwoao
amnyn y kaceri; no 2 KOHTPOb/BUMNPO 6e3nekn/edekTMBHOCTI Ta hapMakoHarnsay - 3MiHU BHECEHi B TEKCT
KaceTu B nayui 3 6GyBaHHs cepii, MapKyBaHHSI NEPBMHHOI Ta BTOPUHHOI YNaKOBOK LLOAO AOAAHHS B .
KapToHy; Mo 5 mn B He BKIo4ao4mn 1 "Hassa nikapcbkoro 3acoby", Ha3By Ail040I peYOBUHU. BBEAEHHS
amnyni; no 10 amnyn BUMYCK cepii: 3MiH NPOTSArom 6-Tu MiCAILiB MiCNs 3aTBEPOXKEHHS
y bnicTtepi; no 1 MpuBaTHe
6nictepy B nauyuj 3 aKujioHepHe
KapToHY TOBapUCTBO
“Ilekxim —
XapkiB” ,
YkpaiHa
BigNoBiganbHUN
3a BUNycCK cepii,
He BKIOYaun
KOHTPOMNb/BUNPO
OyBaHHS cepii:
TOB HB®
"MIKPOXIM",
YKkpaiHa
278.| UMWDPAH TabneTku, BKPUTI CaH IHpia CaH Inaia BHECEHHS 3MiH 10 peecTpaUiiH1X MaTepianis: BUNpaBIEHHS 3a UA/2897/01/02
obornoHkoto no 500 dapmacboTrK dapmacbioTukan TEeXHIYHOT NOMUMKN y TeKCTi MapKyBaHHS1 BTOPUHHOI YNaKOBKMW. peuenmom
mr, no 10 TabneTok an lngactpis IHpacTpi3 3aTtBepaxeHo: 2. KinbkicTb Ailo40i pe4oBUHM
y 6nicTtepi; no 1 Nimiten TNimiten umnpodpriokcauunH 1 TabneTtka, BKpUTa 060MOHKOM, MICTUTB!

Gnictepy y
KapTOHHiIl kopobui

uunpodriokcaLuHy rigpoxnopua, ekBiBaneHTHO LnpodnokcauuHy
500 mr (mg). 5000 mr (mg); 3anponoHoBaHo: 2. KinbkicTb Aitoyoi
peyvoBuHM umnpodnokcaumnH 1 TabneTka, BKpUTa 060MOHKOIO,
MIiCTUTb: LMNPOOKCaLMHY rigpOXIopua, eKBiBaneHTHO
umnpodnokcauuHy 500 mr (mg). 500 Mr (mg). 3asHauveHe
BUNpaBfieHHs BignoBigae apxiBHMM MaTepianam peectpauiiHoro




105 [TponoBxeHnHs momarka 3
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6bHuk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, 3asieHUKa eupobHuKa eidnycky | peecmpayiliHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Aocbe
279.| LIAHOKOBA PO34MH Ons iH'ekuin, MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 10 peecTpaliiHiX maTepianis: 3MiHu | Tuny - 3miHn 3a UA/7360/01/01
NAMIH 0,5mr/Mnno 1 mnB "Manuudapm" "Tanuucapm" oo 6e3nekn/edekTUBHOCTI Ta hapmakoHarnsagy. 3miHa y KopoTkii | peuernmom
(BITAMIH amnyni; no 10 amnyn XapakTepucTuui nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta
B12) Y KOHTYpHi#A iHCTPYKUIii ANA MEAUYHOro 3acTOCYBaHHS Ha NiACTaBi perynapHo
YapyHKOBIN OHOBOBaHOrO 3BiTy 3 6e3neku nikapcbkoro 3acoby, abo
ynakosui; no 1 JocrimpkeHb 3 6e3nekn 3acToCyBaHHS fikapcbkoro 3acoby B
KOHTYpPHIN nicnspeecTpauinHuii nepiod, abo sik pe3ynbTaT OUiHKM 3BITY 3
YapYHKOBIN yrnakoBLi pocnigpkeHb, NPOBEAEHNX BiANOBIGHO A0 NNaHy negiaTpuyHux
B nayui pocnimkeHsb (PIP) - 3MiHM BHECEHO B iHCTPYKLUIiIO ANS MeQnyYHOro
3acToCyBaHHS nikapcbKkoro 3acoby Ao posainy "OcobnueocTi
3acTocyBaHHs" BigNoBiAHO 4O OHOBMEHOI iHdopMmalLlii 3 6e3neku
3aCTOCYBaHHS OMOMDKHUX pevyoBUH. BBeaeHHs 3miH npoTtarom 6-tu
MiCsILIiB Micnsi 3aTBEPOKEHHSA
280 LWABAII nnctsa, no 40 r abo MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 10 peecTpaLliliHiX maTepianis: 3MmiHu | Tuny - 3miHK bes UA/2356/01/01
NnncT4a no 50 r, abo no 60 r dapmaneBTuy dapmaueBTMyHa wopno 6esnekn/edekTMBHOCTI Ta hapmakoHarnsaay - 3MiHM BHECEHI B | peuenma
y naykax 3 Ha ¢pabpuka dabpuka TEKCT MapKyBaHHS1 YNakoBOK fikapcbkoro 3acoby (n.17) wono
BHYTPILLHIM "Biona" "Biona" HaHEeCEeHHs1 TOProBoi MapKun

naketom; no 1,5ry
dinbTp-nakeTi; no
20 cinbTp-NakeTiB y
nayui

FeHepanbHUK AnpeKTop
OupekTopaTy thapmaueBTUYHOro 3abesneyvyeHHs

Onekcangp KOMAPIOA




