genepharm

HPO,U,YKT MEMTEK Tabnerity, Lo AUCNepryoTben B poTosiil nopoxtHuHi,

na 10 mr, N230

Homep cepii: 241798

J

Homep Hepozdacosanol cepil’ 241 750

@{rﬂcig_ﬁ: 1ﬁbéynaxoamc

aTa 3akiHueHHA TepMiHy npugaTHocTi : 30/06/2027

HAata supoSHuuYBa; 19/06/2024

HaTa yriakoskn: 28/06/2024

_____ b
f

Bupobuuui iHcTpykuil (koa/sepcis): MI-C-0776/sepcin: 07

IHETPYKLIT 3 yriaosxh {kon/eepcia); MI-C-2171 /Bepcm' 0

dinsHuyn supoGhsuTtsa | JXKEREGAPM CA.

AinsHuA KoRTpomo akocri: IMEHEDARM C.A.

AinsHuys ynagossxy: SKEHEOAPM C.A.

.__L’__.l’

Creundikayia No.: PCR-0059 [Peds. pox.: PRI 00780
CEPTU®IKAT AHAJIZY
TECTWN METOAN C.ﬂELlMG)IK.AU.IH PE3YNLTATH l
- Onuc THM-1868  [TaGnetiw caitno-poMeBore konkopy 3 BXpamstesHAMY, | Bianosigac N l
KpYEnoi Gopmu 2 MAOCKOK NOBEPXHED, 2i CKOLEHUMH '
o Kpasmu i 3 rpaBitoBalHAM «10» 3 ogroro Goxy s
| fiamerp Th-1869 9,0 MM * 0,2 M 9,1 mmt o
; ToRMMHA 3,6 MM £ 0,3 MM 3.5 mm T
(" laentudikaiin ~ TM-T870 T
o Bignosigae crangapry Bignosinae
. BEPX Bignooigag craugapry Bipnosigae ;
Baicr Bogn TM-1871 < 6% 1,6%

Cepegmamaca TM-1672 250 Mmr £ 4% {240 - 260 wr) 251 mr o
Poanaganns ™-1873 5 90 cex 20 cex i
Posuinens TM-1872 Q=80% 23 15 x@nmin 922 % i
T T — TM-1875 Bignomigae Ph. Eur. 2.9,40 za oanopiaHicTio gosysanun | AV, =1,3 ]
" I{inbxicHe BM3HAUCHHA TM-1876 95,0-105,0% 99,99, ;
Cynpna].qm Aomiwkn TM-1877 .
Byab-akol ,qonnlunm =0,2% <MKB =

_ Cyma pamiusok $0.5% <MKB .
IAEHmdm{au,m BapeHuiic TM-1879 YTBOpIOETLCA CHRIM 0cay, He posunHHME Npr | Bignobigae I

3anfaa okeAn uepaomm Aogasannl poaseaenof HCI |

BATAT
02.07.2024

SATBEPIHEHO (Meneguep vonTponio sract):

Hixonac Fpasoc
Maricrp xinii

Ll 7 mmsepp,mym. m,u HanegeHa indopMayin € gOCTOBIPHO Ta TOuKOIO. Lin cepln npoaykTy Gyna BHrOTOBARHA, BKAMOYAKOUN ynaKDslcy
TA KOHTPONIL AROCTI HA BUIWEEragaHux aineHuuax, Wo noewlcrio BignoeigaloTs sumoram GMP EC Ta micuesoro PEryAIOIOUOra DpPraly Ta
eneyudinaninv  Peecrpauiittoro gocke aBo pocke cneuudivauiii npogykty aan AOCAIYBAHMK nikapchkux 3acobis. amicw ncnJr
BrpobHuLTEY, ynakosyi Ta aHanisy cepii, AX ue 3acroconaHo, Gy/M NepernAHYTI Ta BMUIBAEHO, WO BOHM BigROBiAaIOTL GMP, Byab-ni
BiaxunenHR oLiHtoBamt BiANOBIZHO A BHYTPIWHIX BCTAHOBNEHNK NpoUeAyp AKOCTI. 1

AHEHEGAPM C.A,

18" Km. Mepezouoc Ase

153 31 Mannlal

Fpeyis

Tens (+30.210) 60.39.336
Pare;  (+30.210}  60,39.402
E-mail: «+ - BRI

MeHegep ROHTPOAI0 AKOCTI
YroeHoeameHa ocoba
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¢k genegpoharm

Ceprudikar BignosigHocTi cepii
(MiaTeepaenHn 3rigHo 3 uvHHMM JoaaTtkoM 16 EU GMP-Guide)

C Niapesia dopma: TABAETKY, IO ANCTIEPTYIOTHCA B POTOBIA |
__Hazea npogywry: MEMTEK NOPOMCHMHI -~ _
Cuna il / asxsuBiticrsa: 10 mr Kog npogykry: PHO2-MMSHODO10UAQ30 S
mnsep cepli: 241798  Homep Hepoadacosaro? cepii: 241750 Poamip / tun ynakosxu: BT X 30 BL2X 15 ‘
Bara 3aKiHueHHA TepMity Hpugathocri: 30/06/2027 Jarta supobHulTRa: : 19/06/2024
BupoGnnyi incrpyuuli (koa/sepcin): MI-C-0776/sepcin: 07 IncTpykuii 3 ynaxosiy (kog/sepcia): MI-C-2171/pepcin: 03 .
Kpaiua imnopry: YKPATHA N2: UA/17981/01/01
3arankna knbKICTL Bunymenux oguanus: 11700 ynakosox KinbyicTt apxiBHX 3pa3kis: 7 ynaxosok g
_ndopmadia no ADI; R
Homep cepii GSA: 24010014 Homep cepii nocrauaasumea: MS2310010
Hasra: Megafine Pharma (P) Ltd IAapeca: Plot No 1 to 5, 31 to 35 & 48 to 51, 26 & K/201,
o Lakhmapur, Tal. Dindori, Dist. Nashik-422 202, Maharashtra, India
_Inpopmauin npo ginsuuigo BupoBunyrea: -
Haszea: JXXEHE®RAPM C.A, Agpeca: 18 km MepeaoHoc Are
- ) 15351 [Manniyi, Tpeuin
_ Nigensin N2: 0000000073/23/1 Ceprudiixat GMP N2: 115156/5-12-2022
IR 72 nocaga YnosHosaxenol acobu, sxa agifichioe sunyck cepii, [H- TPaBOC
__AKUO 33CTOCOBAHO Metiegstep rouTponto Axocri, YnoBHoBaxeHa DcoGa ]
lsopmanin npo ginbHULG yoakoBKi: el
Haszpa: XKEHEDAPM C.A. IAapeca: 18 km Mepeaoroc Ase
" o 15351 NasniHi, Tpenin e
Nigenain N9: 6000000073/23/1 Ceptudgikat GMP N9: 115156/5-12-2022 e
Is+'7 73 nocaga YnoevopaxeHol ocoGy, nia agilicnioe sunyck cepr, [H- pasoc
.. AKHIC 3ACTOCOBHO Metiegucep KonTpomio arocti, YnosHosaweHa Qcoba e :
IHbopmaLis npo AinbHMLD TecTyBaHHS: |
Hasznpa: fJPKEHEDAPM C.A. Anpeca: 18 kv Mepezovoc Ase
| " 15351 Naaniui, [peyin
Miyensia No.: 0000000073/23/1 Ceprudikar GMP N9: 1157156/5-12-2022 ]
H. Mpasoc

IM'n 72 nocaga YnoeHosa enal ocobm, AKa 2pilicHioe BUANYCK cepii,
AKWO JACTOCORHD
|._Aocaimicenta sigxuneHb cepil:

IMeHenmep KOHTROMO AKocTi, ¥.0,

.. Homepn Bizxunens: - Buplweno .
b o Tax D [ Hi[:' J He 3acrocosano _J
. Kontpons amin No(u): . .
3 aificHeHu s KOHTPOMO 2MiHK NO Uil napTii (neptua napTtia, Tak D Hi D ' He sacroconauo

_Komenrapi: xoa womicif (mxuio Bumaraersca 1a pigpisuaevben Big oAy fIPOAYKTY): He BacTOCOBAHO

Lum zaceiguyio [Zl NigTBEPAKYIO D wo #asegeHa inhopmauia € gocTosipHoIo T2 TOYHOK, BUuesragaHa napris TORapY BUroTODNEHA,
DRJICYatou YNAXOBKY Ta KOHTPO/L AKOCTI Ha BUIME3ragaHUX AiABHMUAX, Y NOBHIY BignosigHocTi Ao eumor GMP EC Ta miceecro
peryaloiouore oprany, airouol Texuiunot yrogu mix FlocravansHikom koHTpakTy / MAH Ta Btenedapm CA. 12 3] cneyndinaniamu g
Pecctpauiiinomy gocks, HagaHomy signosigHomMy BnacHMky gossony Ha npoagax (MAH) / Mocravanskuxy xoWrpaxty {CG), Ak
SaTBEPANRHG TERMTOPIANBHMMY PerysioUNMU opraHami a6o gocke cneumndikatiti nPoAYKTY ANA gochign/RaHuX Aikapcbiux 3acois.
Bynus poarasnyti sanvck npo Bupo6HULTRO, yraxoBry Ta atania cepil Ta BMABNEHO, 140 BONK BINOBIgaM00TE GMP EC. O,

Cepia BunyckaeTbcs g4as BignNpaBAeHHA

Cepia ceptudikorana 4as BUNYCKY Ha Npogac
Gepy4 40 YBAMH WO:
- MAH/CG Rece nignosigonbHicts 3a TPaHCNOPTYRAHHA NPOAYKTY TAKMM YMHOM, AKMA He BIAMBAE HEraTUBHO Ha lioro akicrs | noemnen
tysopa Bignoaigat usoran GDP,
= MAH/CG nece signoBigansHicTb 33 338aHTIMEHHA ABHMX YNAKOBKK nikapcuknx 3acobis Ha Eaponeiicbitiii Xab no nepeaavi sikapebxoro
sacoby Ha ToBaphui criag [y pazl, AKWo Aikapcekui 2acl6 rapmonizosano 3 pernamenran 2016/161).

Hikonac Npaeoc
YnosHoB@KEHA ocoba; Maricrp xinii Aara....04,07.2024... ] [ 1o 2T O

MeHegep koHTROAIO AKOCT]
YnosHoBaMeHna ocoba

BYEHEPAPM C.A.
18" Km., MepeacHot Ane
153 51 Nannhl
Fpeuln ;7 s
Ten.: {=30,210) 60.39.336 /
Dake:  (+30.210) 6035402 /

E-mail: Infa-fgenegharn com /

1.3 /




AEPKABHA CIYJKBA 3 JIKAPCBKHX 3ACOEBIB
TA KOHTPOJIIO 3A HAPKOTHKAMHA y m. KHEBI

npoe. Haaii Ceivnnuuoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog EOPTIOY 37079055

T BUCHOBOK
NpOo AKICTL BBE3eHOro B YKRpainy JikapebKkoro 3acoby
09.08.2024 Ne 40689/24/26
MEMTEK®

w0

{naHvenysanng Aikapesrore sacoly IriTHO 2 peeCTpaLiiiniM nocainyenHam)
TA0JETICH, 10 ANCHePryloThHEea B poToBil nopomuuui, mo 10 mrj no 15 Tabaerox y OxicTepi;
o 2 BaicTepH B mauni

{thapua sunyeky, Do3yBaNHA, B MAKYnAHHS TiKapcbioro sacoby)
Howmep peecrpautiitioro noceinvenns UA/17981/01/01 crpox aif peecrpanisinora nocsinuenns 18.03.2025
Cepis aikapeekoro 3acoby Ne 241798 KinbkicTb BeeseHoro nikapeskore sacody 11700

BupoBuuk Hoxenedapm C.A., Tpenis

nafimenysanis pupoluura nixapesroro sacoly, kpaina noxosmkeins)
P P Y

Beeseio 6 Yrpaiuy IIpuparue axuionepue ToBApUETBO "M apmanesTauga dipma
"Hapunuga', inewr. koa: 00481212

{naiiscuynania Ta xon 38 €APTIOY topuaitunal acoBu 2o NpiapkLle, is'A, 16 GaTeKoR
“..:::- diznurol ocoGH - nianpuestus, Tt micie nposuBatya Ta peccTpauiiuni nosep ofnixonol
) K2PTRY NIATHIKR NoAaTKiB aGo cepis TA HOMEp aciopTa)

TipoTokon sisyanshore kowrpomo sin 09,08.2024 M 2657/1.

33 pesyanTaTAMH  AEPHABHOIO KOHTPOMO BCTAHOBNEHD, HIO nixapehkni  3aciG peeeno B Vipalny 3
DOTPUMAHHIM BuMOF 3aK0HOAABCTEA UIOAO 3afe3neyenH skocTi Hikapewskux 3acobis.

B.o. nauvaneuuxa 7’7 s Bixrop MAXHOBEIIbL

QB[ 1o g % :
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