HAEPXKABHA CJIYXKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Hanii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPTTIOY 37079055

BUCHOBOK
Npo sIKiCTH BBE3EHOro B YKpaiHy JiKkapcbKoro 3acoby
14.05.2025 Ne 23760/25/2611
DIHAT'EH

(HalMeHyBaHHs ikapcbkoro 3acoBy 3rifHo 3 peccTpauiiHUM NOCBIAYEHHSIM )
TabJeTKH, BKPHUTI NIIBKOBOI0 060.,10HK00, 0 5 Mr; 1o 10 Tadaerok y Gaicrepi, mo 3 6aicrepun
B KAPTOHHIH KopoO i

(hopma Bunycky, N03yBaHHS, BHI 1AKyBaAHHS JiKAPCLKOro 3acoby)
Homep peectpauiiinoro nocsinuenns UA/18874/01/01 crpok aii peectpauiiinoro nocsiauenns 30.07.2026
Cepis nikapcbkoro saco6y Ne WRA24088B KinbkicTs BBeseHoro nikapcbkoro 3acoby 200

BupoGHuk Aypob6ingo @apma Jlimiten - IOuiT I11, Inais

(nalMeHy BanHa BUpOOHMKA Jikapckkoro 3acoby, KpaiHa noxokeHHs)

Baeseno B Ykpainy TOBAPHUCTBO 3 OBMEKEHOIO BIJAITOBIJIAJIBHICTIO
"BYCT ®WAPMA'", inent. koa: 44107410

(HalimenyBatna Ta koa 3a €/IPTIOY 1opuamnuHoi ocobu abo npissuuie, iM's, no GaTbkosi hizuuHoT
0cobu - mianpuemus, 1i MiCLIE MPOXKMUBAHHA Ta peecTpauifHui HoMep 061iKOBOT KapTku niaTHUKa
noaarkis abo cepis Ta HoMep nacnopra)

[MpoTtokon Bisyanehoro koutpomo sia 14.05.2025 Ne 1666/01.10-25/16.

3a pesynbratamMu [OQEPKABHOrO KOHTPOMIO BCTAHOBMNEHO, LIO nikapcpspii  3aci6  BeezeHo B Vkpainy 3

AOTPHMAHHAM BuMOr 3aKOHOAABCTBA L1010 3a6e3neueHHs AKOCTi igdpg

Muxkona XOJIOAEHKO

(nianuce) (iHiuianu Ta npizsuiie)




AEPXKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitanunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €EPIIOY 37079055

BUCHOBOK
npo sIKiCTh BBE3€HOro B Y KpaiHy JikapchbKoro 3acody

14.03.2025 Ne 68632/25/26

GOIHATEH
(naitmenypanus aikapcskoro 3acofy 3riino 3 peccTpauiiiHiM NOCBIAYEHHAM)
TabJIeTKH, BKPHUTI NJIIBKOBO10 00010HK010, 10 5 mr; no 10 Tabaerok y baicrepi, mo 3 6aicrepu
B KapTouniii kopooui
(dopma BunycKy, N03yBanHs, BUA NaKyBaHHA JlikapchbKoro 3acoby)

Howmep peectpauiiinoro nocsinuenns UA/18874/01/01 crpok aii peectpauiiinoro nocsinuenns 30.07.2026
Cepia nikapcbkoro 3aco6y Ne WRA24088B KinskicTs BBe3enoro nikapcskoro 3acoby 500

BupoGHuk AypoGinngo ®apma Jlimiten - I0suit 111, Inais
(HalimeHyBanHa BHpoOHHKKa miKapchKoro 3acoly, KpaiHa NOXOMKEHHS)

BseseHo B Vkpainy Tosapucrso 3 oomezxenoio BianosigaabuicTio "BYCT ®APMA", inenr.
won: 44107410
(naiimMenyBanns Ta ko 3a €JIPIIOY iopuanuHoi ocobu abo npissuile, iM's, no 6aTbkosi disnuHol

ocobu - nianpuemus, il Miclie NPOXKHUBAHHA Ta peccTpauilinuit HoMmep 0621ik0BOT KapTKH NIaTHHKA
noaatkis aGo cepis Ta HOMep nacnopra)

Mpotokon sisyaasHoro koutpomio sia 28.01.2025 Ne 4417/3.
JlabopaTopHuii aHani3 AKOCTI Nikapchkoro 3acoly 3aiicHeHwil:

JIIT "LlenTpanbHa nabopaTopist 3 aHaisy SKOCTi Jikapchbkux 3aco0iB i meanunoi npoayxkuii” (m.Kuis,
Byn. Kynpsscbka 10r m.Kuis, Bysn. Kyapsasceka 8B Kuiscbka o6nacts, ¢. Hosi Ilerpisui, By1. Iana
®panka, 19)

(HaliMeHyBaHHs Ta Micue3HaxowKkeHHs JaGopaTopil, wo nposea naboparophuii ananis AKOCTI)

BHCHOBOK 11010 SKOCTi JiKapchkoro 3acoby, Bunanuii naGoparopieio sin 14.02.2025 Ne 0178
PesyabTaTi 1a6OpaTopHOro aHanily AKOCTi Jikapchkoro 3acofy 3a nepeBipeHUMH NoKa3HHKaMH BiAMOBiTIaI0TH
BHMOraM METOIB KOHTPOJIIO AKOCTI (AHANITHYHO-HOPMATHBHOT A0KY MEHTALLIT).

3a pe3y/bTaTaMH AEPXKABHOrO KOHTPOJIIO BCTAHOBJIEHO, IO JlikapehKiii 3aci6 BBC; aiHy 3 JOTPHMAaHHSIM

BMMOT 3aKOHOIABCTBA 1110710 3a6e3neyeH s AKOCTI TiKapehkux 3aco6is.

Muxkona XOJIOJJEHKO

(nianuc) (iniuianu Ta npiseuine)




Hepxana ciyxba Ykpainu
3 NIKapchKUX 3ac00iB Ta KOHTPOJIIO 34
HapKOTHKaMH

Mepxasune nianpuevcerso "Lentpaasna
JabopaTopist 3 anadizy IKOCTI JiKapeLKUX
3a¢00iB i Meanunoi npoayruii"

State Service of Ukraine on Medicines
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Ykpaina, 04053, m.Kuie, eyn.Kydpsecska 10

men./thaxe (044) 272 57 98

web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel /Fax +380 (44) 272 57 98
web. www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudgikar anamizy Ne 0178 Bix 14.02.2025

Hasga 3paska:

Peccrpauiiinnii nomep:
Bupotuuk:

Homep cepii:

Micue sindopy 3paska:
3aMoBHNK:
CynpoBiaunii A0KyMEHT:
AKT BLIOOpY 3paska:
Cran spaska:

JdaTa oTpumanns 3paska:
JaTn Bukonauus podir:
Bua koutposnio:

Micue nposeaenns

D®IHATEH, TabaeTkn, BKpUTI N1iBKOBOIO 00010HKO0I0, 110 § Mr; no 10 TadreTok Y
OnicTepi; no 3 GuicTepr B KApTOHHIN Kopodui

0239.25

Aypobinao ®apma Jlimitea - HOwir 111, [Hain

WRA24088B

TOB "BYCT MAPMA"

Jlepaasna cnyxda YEpainu 3 NikapchKix 3aco0iB Ta KOHTPOJIIO 332 HAPKOTHKAMH
Jlnet Ne 8§54-002.0.1/002.3/2-25 8in 04.02.2025 p.

Ne Bin 07.02.2025

3pa3ok B cTaHi NpUAATHOMY /1S NPOBEACHHS BUIIPOOYBaHb

10.02.2025

10.02.2025 - 14.02.2025

3a posnopsawkernam [epxkasHol cayxOu Ykpaitu 3 likapckkux 3aco6iB Ta KOHTPOIMIO
3a HapkoTHkamu ("IM", MocraHosa 902)

JIT «LlenTpansha naGopaTtopis 3 aHAN3y AKOCTI JiKapchKUX 3aco0ie 1 MeanuHoT

JMisi/IbHOCTI:
HJ1, BianoBiano 10 aKoi
MPOBOANBCS aHA/1i3:

NpOLYKUii»
MK 1o p.n. NeUA/18874/01/01

Moka3HukK | Bumorn HJ |  Pesynsratn
Onuc Kpyrni asoonykni TabneTku 3i CKOWEHWMKM KpasiMu, BKpUTI NniekoBolo  Bianosigae
obonoHkolo GnaknTHoro koneopy 3 sigbutkom "E" 3 ogHoro Goky Ta 3
Bia6utkom "61" 3 iHWoro Boky
laeHTUchikauia 1. A) BEPX. Yac yTpumyBaHHs OCHOBHOTO Niky Ha Xxpomartorpami Bignosigae
o ]"a"*“j' R BUNPOBYBAHOMO PO3YMHY, OTPUMAHIN Y TeCTi PO3UNHEHHSA, NOBUHEH
e y N BIANOBIAATY Yacy YTPUMYBAHHA OCHOBHOTO Niky Ha xpomarorpami
* QIETPAABHA. %, CTaHAAPTHOO PO3UMHY
(RABOPATORLY... o2 2. B) BEPX. Yac yTpumMyBaHHsi OCHOBHOTO Niky Ha XpOMaTorpami Bianosigae
AFAMEY IR 28 BunpobyBaHoro po3uvHy, OTpUMaHin y Tecti OaHOPIAHICTL A030BaHMX
R A OBB 1 - j oavHULL (MeToaom OgHOPIAHOCTI BMICTY) , NOBUHEH BiaNOBIAaTY
EAEHO! TPOAYKITD /' vacy yTpuMyBaHHs OCHOBHOIO Niky Ha XpOMaTOrpami CTaHABPTHOTO
'*"-'1‘-’-*515-5{";:??;'%ig'w\\ AZ; PO3UNHY o
0 5 ittt YN g 3. C) TWX. OcHosHa nnsama Ha xpomarorpami, 0TpUMaHin Ans Bianosinae
5 BUNpoByBaHOro po3ynHy, nosuHHa Byt NodiGHO 3a NONOKEHHAM Ta
' PO3MIPOM A0 OCHOBHOI NAAMU Ha XpomaTorpami, OTpumMaHiin ans
CTaHAapPTHOro PO34MHY
CepeaHs Bara (maca) 153,75 mr £ 4,0 %: 147,60 - 159,90 mr 153,13 mr
KinekicHe BU3HauYeHHA 1. KoxHa Tabnetka, BKpUTa NNiBKOBOIO 0DONOHKOIO, MICTUTL 4,799 mr
¢iHacTepuay (C23H36N202) (mr): 4,750 - 5,250 mr
2. KoxxHa TabneTka, BKpMTa NNiBKOBOK 0BONOHKOW, MICTUTL 96,0 %
dinactepuay (C23H36N202) (% Bia 3asBneHol kinbkocTi): 95,0 -
105,0 %
lpeHTudikauia TnTamy 3 BO/IHIO NEPOKCUAOM NOoBMHHE BYTW OTPUMAHE KOBTO-OpaHXese Bianoeinae
aiokenay 3abapeneHHn
InenTuchikauin 6apexukia  (Metoa Y®, FD&C cunin # 2 aniomiHiesui nak). MNosuHen Binnosinae
[AEMOHCTPYBaTH MakCUMyMm NOrnuHaHHs npu npubnuano 610 + 2 Hm
Ynakoeka 3rigHo sumor MKA Bianoeigae
BHCHOBKH: Ceprtudikar ananizy Ne 0178 sin 14.02.2025 niareepuaxye, 10 MEpeBipeHni 3pasok npenapary

MIHATEH. Tabiaerkn, BKpUTI MUIiBKOBOK 000JI0HKOW0, 110 5 Mi no 10 radaerok y Gaicrepi: no 3
Guictepu B KApTOHHIN kopodui, Ne cepii WRA24088B. supobuuireo Aypobinno ®apma Jlimiten -
HOuiT 111 Inais Bianosizae sumoram MK g0 p.n. NeUA/IB874/01/01 3a HaBCACHHMH BHLLE
NOKa3HUKaMH.

CcAnKe £ A0IM4 Menn 1 in 90
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AUROBINDO

Aypo6iHgo ®apma Jlimiteq - FOHiT Il

Capse# Ne 313, 314 - Bnoku |, 11, 11, IV, Ba4yynani, Bawynani MaHgan,

Mepguan-Mankagpxupi QicTpikT, LUTaT TenaHraHa, 500090, IHAiA

CEPTU®IKAT AHAJI3Y (TOTOBOIO NPOAYKTY)

HaimeHyBaHHA: PIHAMEH, TabneTkun, BKpWUTI NNIBKOBOKO 060M0OHKOK, 5 Mr; Mo 10 TabneTok y 6nicTepi, no 3 6nicrepu B
KapTOHHIN na4ui

KpaiHa-imnoptep: YKPATHA

Homep peecTpaliiHoro noceigyeHHsa: UA/18874/01/01

HA3BA TA AOPECA BUPOBHHWKA(IB)/BUPOBHWKA(IB) - BAPOBHWYOIo MICLIA(IB):
Aypob6iHgo ®apma JlimiTen - FOHIT Il
Capeeii Ne 313, 314 - brioku |, 11, Ill, IV, Ba4vynani, Ba4ynani Mangan, Megyan-Mankamxkupi Hictpikt, WraTt Tenanrana, 500090, IHgis

Homep gossony Ha BUpoOHuuTBO: 19/HD/AP/95/F/IR
Ceptudpikat GMP: FT035/MH/001/2019

Kopg ToBapy |STFS9GO00

Cuna fil/akTMBHICTb ®IHACTEPUO / 5mr | AR Ne 03FP24010361

Tikapcbka chopma Tabnetku

Ne cepii

WRA24088B

Qata BUpoGHULTBaA Nvnens-2024 Exp. Oata YepeeHb-2026

Po3mip cepii |1 000 000 tabn.

33 333 ynak.

CneyndpikaLlia Ne FPS/STFS9GO0OR-0 |Po3mipiTun Mo 10 Tabnetok y bnicTepi, no

ynaKkoBKH 3 BnicTepy B KApTOHHIK Na4yi

C. Ne

TECT

PE3YJIIbTAT

CNEUV®IKALIA

1

onuc

TabneTkn, BKPWUTI NNIBKOBOK
obonoHKoto, 6nakuTHoro
KONbOpY, Kpyrni, OBOOMNYKI, 3i
CKOLLIEHUMM Kpasimu Ta
Bigbutkom «E» 3 ogHoro Goky
Ta «61» 3 iHworo 6oky.

Tabnetkun, BKPWTI NMNiBKOBOO
obonoHkKoo, 6nakuTHOro KOnNbOopY,
Kpyrni, QOBOOMNyKNi, 3i  CKOLEHUMMU
Kpasmu Ta Bigbutkom «E» 3 opgHoro
6oky Ta «61» 3 iHWworo 6oky.

laeHTudbikauin

BEPX

Yac yTpUMyBaHHs OCHOBHOIO
niky Ha Xpomarorpami
BunpobyBaHoro PO34YUNHY
Bignosigae Takomy Ha
XpomaTorpami  cTaHgapTHOro
pPO34MHY, OTPUMAaHOro Mig 4ac
TECTY PO3YMHEHHS.

Yac yTpuMyBaHHSI OCHOBHOIO MKy Ha
XpomMaTorpami BUNpobyBaHOro po3vnHy
MOBWHEH BignosigaTu yacy
YTPUMYBaHHS Ha XpomMaTorpami
CTaHOapTHOTO PO3YUHY, OTPUMAHOMY
nig Yac TeCTY PO3YMHEHHS.

22

BEPX

Yac yTpMMyBaHHA OCHOBHOMO
niky Ha Xpomarorpami
BunpobyBaHoro pO3YUHY
BignoBigae TakoMy SK Ha
XpomarorpamMmi  CTaHgapTHOro
PO34YUHY, SAKWIA OTpPUMaHO nig
yac Tecty OpHopigHicTb
[030BaHUX OAUHULbL (MEeToaoM
OpHopigHoCTi BMICTY)

Yac yTpuMyBaHHA OCHOBHOIO MiKy Ha
XpomaTtorpami BUnpobyBaHOro po3yuHy
MOBWHEH BIgNOBIAATU TakoMy $K Ha
XpomaTtorpami CTaHAapTHOIO PO3YUHY,
AKWA  OTpMUMaHO nig 4ac  TecTy
OpHopigHicTe O030BaHUX — OOUMHULb
(meTogom OgHopigHOCTI BMICTY)

23

TLC

OcHoBHa nnsma Ha
XpoMarorpami, oTpumaHiin ans
BUnNpobysaHoro PO34YUHY,
nogibHa 3a MNOMNOXeHHAM Ta
pPO3MIipOM OO0 OCHOBHOI NIAMM
Ha XpomaTorpami, OTPUMAaHI
AN cTaH4apTHOro PO34KHY

OcHoBHa nnsiMma Ha XpomaTorpami,
OTpUMAaHIIA ans BunpobyeaHoro
po34uHy, mae 6ytu nogibHow 2a
MOMOXEHHAM | pPO3MIpOM OO0 OCHOBHOI
nNAMKM  Ha Xpomartorpami, OTPUMaHIA
OIS CTaHOapPTHOTO PO34MHY

w

CepenHs Bara (maca)

152,70 mr

153,75 mr = 4,0% (147,60 mr - 159,90wmr)

Po3uuHeHHs (BEPX)

100 % - CepegHe
99 % - MiH.
101 % - Makc.

He meHwe 75% (Q) Big 3asBneHol
KinbkocTi chiHacTepuay ( C23H36N202)
po34uHseTbes 3a 30 XBUMNKH.

3ayBaxeHHA: SATBEPIXXEHO (3pa3ok BignoBifac HaBeAeHUM BULLe cneludikaLiam)

Migrotyeae

Bbaby Pao. Kamanyp 3aTBEepaKeHO

. FOrangxap

[NigrotoBnexo Ha

21 nucronaga 2024 p. 21:42 3aTBEepaKeHO

21 nuctonapga 2024 p. 21:54

HaapykoBaHo: KoTapy. Anexs

HagpykoBaHo: 22 nuctonaga 2024 p. 14:17

Konia N2: 2
CropiHka N2: 13 2

Mpumitka. el nokymeHT O6yno cTBOpPeHO B eNeKTPOHHOMY BUrnAafi Ta AincHWi 6e3 nignucy.




_ﬁj ) Aypo6iHgo ®apma Jlimiteq - FOHiT Il
= Capse# Ne 313, 314 - Bnoku |, 11, 11, IV, Ba4yynani, Bawynani MaHgan,
AUROBINDO Mepguan-Mankagpxupi QicTpikT, LUTaT TenaHraHa, 500090, IHAiA

CEPTU®IKAT AHAJI3Y (TOTOBOIO NPOAYKTY)

HaimeHyBaHHA: PIHAMEH, TabneTkun, BKpWUTI NNIBKOBOKO 060M0OHKOK, 5 Mr; Mo 10 TabneTok y 6nicTepi, no 3 6nicrepu B
KapTOHHIN na4ui

KpaiHa-imnoptep: YKPATHA

Homep peecTpaliiHoro noceigyeHHsa: UA/18874/01/01

HA3BA TA AOPECA BUPOBHHWKA(IB)/BUPOBHWKA(IB) - BAPOBHWYOIo MICLIA(IB):
Aypob6iHgo ®apma JlimiTen - FOHIT Il
Capeeii Ne 313, 314 - brioku |, 11, Ill, IV, Ba4vynani, Ba4ynani Mangan, Megyan-Mankamxkupi Hictpikt, WraTt Tenanrana, 500090, IHgis

Homep gossony Ha BUpoOHuuTBO: 19/HD/AP/95/F/IR
Ceptudpikat GMP: FT035/MH/001/2019

Kopg ToBapy |STFS9GO00 Cwuna pgii/akTMBHICTb ®IHACTEPWMO / 5mr | AR Ne 03FP24010361
Tikapcbka chopma Tabnetku
Ne cepii WRA24088B Qata BUpoGHULTBaA Nunens-2024 Exp. Oata YepeeHbs-2026
Po3mip cepiil |1 000 000 Tabn. | Cneuundikauis Ne FPS/STFS9GO0OR-0 |Po3mipiTun Mo 10 TabneTok y Bnicrepi, no
33 333 ynak. ynaKkoBKH 3 BnicTepy B KApTOHHIK Na4yi

5 CynposigHi gomiwku (BEPX)

51 Ey,q_h-;ma MSAMBIYAIbHS He BusieneHo (0) He 6inblwe 0,1% m/m
HeBigoMa AOoMillKa

52 Cyma fgomiluok He BuasneHo (0) He 6Ginbwe 0,3% m/m

6 OaHopigHicTb 4030BaHUX 3.5 He 6inblie 15
oavHUUb (MeTod oAgHOpIOHOCTI
BMicTy), npuManbHe Ynucno (AV)

7 KinbkicHe BusHa4veHHs (BEPX)

71 KoxHa Tabnetka, BKputa 4943 mr 4,750 - 5,250
NMniBKOBOK 0DONOHKOM, MICTUTb
chinactepnagy (C23H36N202), y mr

72 (%) 3asiBNeHoI KiNnbKocTi 98,9 % 95,0 - 105,0

8 Bopa (3a Kapnom ®iwepom) 3,32 % mim He Ginbwe 5,0% m/m

9 laeHTUdbikayia TMTaHy giokeuay »KoBTO-OpaHXeBe 3 BOOHKO NEepoKcUaoM NoBUHHE ByTun

3abapBrneHHA OTpuUMaHO Mig | OTPUMaHe KOBTO-OpaHXeBe
Yac BUKOPUCTaHHA nepekucy |3abapBrneHHA
BOJHIO.

10 lneHTudpikayina 6apeHuKiB (MeTton | [lemoHcTpye MakcumyMm |MoBUHEH OeMOHCTpyBaTU  MakCUMyM
Y&, FD&C cuHin # 2 antoMiHieBMIA | NormuHaHHA npu 612 HM. nornuHaHHA NpubnuaHo npu 610 £ 2 HM.
nak)

11 MikpobionoriyHa YnucTtoTa

11.1 | 3aranbHe 4ncno aepobHuUX MeHwe 10 KYO/r He 6inbwe 1000 KYO/r
MikpoopraHiamis (TAMC)

11.2 | 3aranbHe u4ucno apixmxosux Tta | MeHwe 10 KYO/r He 6inbwe 100 KYO/Ir
nniceHeBuXx rpubis (TYMC)

11.3 | OKpemi BUAN MiIKpOOpraHi3MmiB: BigcyTHii MaroTb 6yTI BigCYTHI
Escherichia coli

3aaBa npo aTtecTauito

LUum mun 3aceBigyyemo, Wo HaBefeHa Bule iHthopMauis € QOCTOBIpHOK Ta TouHoR. LA cepia npoaykty 6yna
BUIroTOBrNeHa/BupobneHa, BKNOYa4M nakKyBaHHA/MapKyBaHHA Ta KOHTPONb SAKOCTI Ha BuLle3a3HaYeHOMY
Mmicui B noBHiM BignoBigHocTi o Bumor GMP wmicueBoro perynsaTtopHoro opraHy Ta Oo cneuuvdikauin y
peecTpauilHOMy [OCbE KpaiHu-iMmnopTepa. 3anucu npo cepinHy oOpoOKy, nakyBaHHA Ta aHanis o6ynu
nepeBipeHi Ta BU3HaHI TakMMu, Wo signosigarnTe GMP.

3ayBaxeHHA: SATBEPIXXEHO (3pa3ok BignoBifac HaBeAeHUM BULLe cneludikaLiam)

Migrotyeae Bbaby Pao.Kamanyp 3aTBEepaKeHO [ HOranpxap
[NigrotoBnexo Ha 21 nucronaga 2024 p. 21:42 3aTBEepaKeHO 21 nuctonapga 2024 p. 21:54
HaapykoBaHo: KoTapy.Anexs HagpykoBaHo: 22 nuctonaga 2024 p. 14:17 Konis Ne: 2

CropiHka N2: 23 2

MpumiTka. Lleld noKkyMmeHT Oyno cTBOpPeHO B eNeKTPOHHOMY BUrnAagi Ta AincHui 6e3 nignucy.
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AUROBINDO PHARMA LIMITED - UNIT 11l
Survey No.: 313, 314 - Block |, 11, lll, IV, Bachupally, Bachupally
AUROBINDO Mandal, Medchal- Malkajglrl Dlstrlct Telangana State, 500090,India

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

Product Name: FINAGEN, film-coated tablets, 5 mg; 10 tablets in blister, 3 blisters in a cardboard pack

Importing Country: UKRAINE

Marketing Authorization Number: UA/18874/01/01

NAME AND ADDRESS OF FABRICATOR(S)/MANUFACTURER(S)-MANUFACTURING SITE (S):
Aurobindo Pharma Limited-Unit lll
Survey No.: 313, 314 - Block I, 11, lll, IV, Bachupally, Bachupally Mandal, Medchal-Malkajgiri District, Telangana State, 500090, India

Number of Manufacturing Authorization: 19/HD/AP/95/F/IR
Certificate of GMP: FT035/MH/001/2019

Product Code |STFS9G00 Strength/Potency/ |FINASTERIDE/Smg |A.R. No. 03FP24010361
Dosage form tablets
Batch No. WRA24088B Mfg. Date Jul-2024 Exp. Date Jun-2026
Batch Size 1 000 000 Tablets | Specification No. FPS/STFSSGO0R-0 |Package size |10 tablets in blister, 3 blisters
33 333 Packs and type in a cardboard pack

S. No. [TEST RESULT SPECIFICATION

1 Description Blue coloured, circular, Blue coloured, circular, biconvex, beveled
biconvex, beveled edged edged film-coated tablets debossed with 'E'
film-coated tablets on one side and '61' on the other side.
debossed with 'E' on one
side and '61' on the other
side.

2 Identification

21 By HPLC The retention time of the The retention time of the major peak in the
major peak in the chromatogram of the sample solution
chromatogram of the should correspond to that in the
sample solution chromatogram of the standard solution, as
corresponds to that in the obtained in the Dissolution
chromatogram of the
standard solution, as
obtained in the Dissolution.

22 By HPLC The retention time of the The retention time of the major peak in the
major peak in the chromatogram of the sample solution
chromatogram of the should correspond to that in the
sample solution chromatogram of the standard solution, as
corresponds to that in the obtained in the Uniformity of Dosage Units
chromatogram of the (By Content Uniformity).
standard solution, as
obtained in the Uniformity of
Dosage Units (By Content
Uniformity).

23 By TLC The principal spot in the The principal spot in the chromatogram
chromatogram obtained with | obtained with the test solution should be
the test solution is similar in | similar in position and size to the principal
position and size to the spot in the chromatogram obtained with the
principal spot in the reference solution.
chromatogram obtained with
the reference solution.

3 Average Weight (Mass) 152.70 mg 153.75 mg £ 4.0% (147.60 mg - 159.90 mg)

4 Dissolution (By HPLC) 100 %-Avg. Not less than 75% (Q) of the labeled
99 %-Min. amount of Finasteride (C23H36N202) is
101 %-Max dissolved in 30 minutes.
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,9 AUROBINDO PHARMA LIMITED - UNIT 11l
= Survey No.: 313, 314 - Block |, 11, lll, IV, Bachupally, Bachupally
AUROBINDO Mandal, Medchal-Malkajgiri District, Telangana State, 500090,India

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

Product Name: FINAGEN, film-coated tablets, 5 mg; 10 tablets in blister, 3 blisters in a cardboard pack

Importing Country: UKRAINE

Marketing Authorization Number: UA/18874/01/01

NAME AND ADDRESS OF FABRICATOR(S)/MANUFACTURER(S)-MANUFACTURING SITE (S):
Aurobindo Pharma Limited-Unit lll
Survey No.: 313, 314 - Block I, 11, lll, IV, Bachupally, Bachupally Mandal, Medchal-Malkajgiri District, Telangana State, 500090, India

Number of Manufacturing Authorization: 19/HD/AP/95/F/IR
Certificate of GMP: FT035/MH/001/2019

Product Code |STFS9G00 Strength/Potency/ |FINASTERIDE/Smg |A.R. No. 03FP24010361
Dosage form tablets
Batch No. WRA24088B Mfg. Date Jul-2024 Exp. Date Jun-2026
Batch Size 1 000 000 Tablets | Specification No. FPS/STFSSGO0R-0 |Package size |10 tablets in blister, 3 blisters
33 333 Packs and type in a cardboard pack
5 Related Substances (By HPLC)
51 Any Individual Unknown Impurity | Not Detected(0) Not more than 0.1% m/m
52 Total Impurities Not Detected(0) Not more than 0.3% m/m
6 Uniformity of Dosage units (By 35 Not more than 15
Content Uniformity) Acceptance
value (AV)
7 Assay (By HPLC)
71 Each film-coated tablet contains |4.943 mg 4.750 - 5.250
Finasteride (C23H36N202), in
mg.
7.2 (%) Labeled Amount 98.9 % 95.0-105.0
8 Water (By KF) 3.32 % m/m Not more than 5.0% m/m
9 Identification of Titanium dioxide | Yellow-orange colour is Yellow-orange colour should be produced
produced with hydrogen with hydrogen peroxide.
peroxide.
10 Identification of Colourants (By | Exhibits absorbance Should exhibit absorbance maxima at about
UV, FD&C Blue # 2 Aluminum maxima at 612 nm. 610 £ 2 nm.
lake)
11 Microbial Contamination
11.1 Total Aerobic Microbial Count Less than 10 cfu/g Not more than 1000 CFU/g
(TAMC)
11.2 | Total combined yeasts/moulds Less than 10 cfu/g Not more than 100 CFU/g
count (TYMC)
11.3 | Specified micro-organisms: Absent Must be absent.
Escherichia coli

Certification statement

We hereby certify that the above information is authentic and accurate. This lot of product has been
fabricated/manufactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

Remarks: APPROVED (Sample Conforms to above Specification)

Prepared By Babu Rao.Kamanur Approved By G.Yugandhar

Nov 21 2024 9:54PM

Prepared On Nov 21 2024 9:42PM Approved On

Printed by: Kotaru.Alekhya Printed on: Nov 22 2024 2:17PM Copy No.: 2

Page No.: 2 of 2

Note : This document has been generated electronically and is valid without signature.



http://www.tcpdf.org

