JAEPKABHA CJIYXKBA 3 JIIKAPCHBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMU y m. KHEBI

npoe. Haaii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPT1OY 37079055

BUCHOBOK
Npo AAKICTh BBE3€HOro B YKpaiHy JiikapcbKoro 3acody
17.09.2024 Ne 47827/24/26
MAMXEI OJLJI

(HaliMeHyBaHHS NiKapcLKOro 3acofy 3riIno 3 peccTpalifHUM NOCBIMeHHAM)
TabNeTKH, BKPHTI ILIIBKOBOI0 000,10HK0K0, 110 400 Mr/100 mr; no 28 tabaerok y paaxkoni;
no 1 g1akoHy B KapTOHHIN ynakosui

(hopma BHNYyCKy. N03yBaHHSA, BHI NAKyBaHHA NikapckKoro 3acofy)
Howmep peectpauiitioro nocsinuenns UA/18504/01/01 crpok aii peectpauiiinoro nocsinuenns 22.12.2025
Cepis nikapcskoro 3aco6y Ne 3199201 KinbkicTh BBe3eHoro nikapeskoro 3acoby 2000

BupoGHuk Maiinan Jlaboparopis Jlimiten, Inais

(HaliMeHyBaHHA BUPOOHHKA NliKApPCLKOro 3acoly. KpaiHa MOXODKCHHA)

Beeseno B Ykpainy TosapucTso 3 oomexenoro BianosizaasuicTio "BYCT ®APMA",
inent. kon: 44107410

(HaiiMenyBanHa Ta ko 3a C/IPTIOY opuanuHoT ocoGu aGo npiseuine, im's, 1o daTkkosi
(hizHuHOT 0cOOH - MiANpUEMUA. 1T MiCLEe NPOXHUBAHHA Ta peccTpauiiinuii Homep obaikosoi
KapTKH NJaTHHKa nojarkin abo cepis Ta HOMEp nacrnopra)

MpoTokoa Bisyansnoro kourpomo sin 19.08.2024 Ne 2774/1.
JlaGopaTtopH#uii aHani3 AKOCTI Nikapcbkoro 3acoly 3aiiicHeHHi:

JIIT "LlenTpanbHa 1abopaTopist 3 aHasi3y SKOCT JliKapchbKHUX 3aco6iB i MeJIMUHOT Npojy Kitii"
(M.Kwuis, Byn. Kyapsisceka 10r m.Kuis, Byi. Kyapsscebka 8B Kuischka obaacte. ¢, Hosi
Ilerpisui, ByJ. IBana @panka, 19)

(HaiiMeHyBaHHs Ta Micle3HaX0kKeHHs 1abopaTopii. mio nposena sadoparopiui anaiis skocTi)

BHCHOBOK OO AKOCTI JliKapchkoro 3acoby, Bunanuii nabopatopicio sin 17.09.2024 Ne 1837

PesynbraTu 1a60paTOPHOro aHanizy skocTi ikapecbkoro 3acofy 3a nepesipeHMu nokasHukamu BIANMOBIAAKTH
BMMOraM METOJIiB KOHTPOJIO AKOCTi (aHaniTHYHO-HOPMATHBHOT 10Ky MEHTAaLLIT).

3a pesyibTaTaMM AEPKABHOTO KOHTPOMIO BCTAHOBJIEHO, WO Jikapchkuii 3aciG Beseleno B VYkpainy 3
AOTPHMAHHSAM BUMOT 3aKOHOABCTBA LI0AO 3a6e3neyeHHs AkoCTi nikapghkux 3acobis.

Muxkona XOJIOJIEHKO

(nianume) (iniiaim Ta npissdime)




Hepxapna ciy:x6a Ykpainu State Service of Ukraine on Medicines

3 1iKapChLKHX 3acOGiB Ta KOHTPOITIO 3a D and Drugs Control
HApPKOTHKaMH
b () ﬂﬁ
Mepxasue nignpnemcrso "Lentpaabna Y State Enterprise "Central

Jaboparopis 3 anajisy sikocTi JikapchKkux Laboratory for Quality Control of

3ac00iB i MeaAHYHOT NpoAYKIT" Medicines and Medical Products"
Ykpaina, 04053, m.Kuis, eyn.Kydpsscoka 100 10G, Kudryavska street, Kyiv, Ukraine, 04053
men./hakc (044) 272 57 98 Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikart anauizy Ne 1837 Bin 17.09.2024

Ha3zga 3paska: MAMXEI OJIJ1, tabierki. BKPHTI MIiBKOBOIO 060onoHKo0, o 400 Mr/100 Mr, no 28
TabneTok y naxoni; no | ¢yiakoHy B KapTOHHIN ynakosii

Peccrpauiiinuii nomep: 1824.24

Bupobunk: Maiinan JlaGoparopis Jlimiten, Inais

Homep cepii: 3199201

Micue Binoopy 3paska: TOB "BYCT ®APMA™"

3amoBHUK: Jepiasna ciyx6a Ykpaitu 3 Nikapcbkux 3aco0iB Ta KOHTPOJIO 32 HAPKOTHKAMH

CynpoBiiHuii 10KyMeHT: JIner Ne 7024-002.0.1/002.3/2-24 Bin 21.08.2024 p.

AkT Biabopy 3paska: Ne Bin 23.08.2024

Cran 3paska: 3pasok B cTaHi NpUAATHOMY U1 NPOBEIEHHS BUNPOOYBaHL

JaTta oTpuMaHHs 3pa3Ka: 29.08.2024

JlaTn Bukonanus poGir: 29.08.2024 - 17.09.2024

Bua kouTposo: 3a posnopakeHHam Jlepaxasiol cayxOn YKkpainu 3 likapcbkux 3aco6iB Ta KOHTPOIIKO
3a HapkoTikamu ("IM", [Toctanosa 902)

Micue nposeaenHs JIT «LlenTpansha naGoparopis 3 aHanisy AKOCTi Jikapcbkux 3acolie i MeanuHOT

AisLILHOCTI: MPOAYKILi»

H/, sBianosigno a0 sikot MK mo p.n.Ne UA/18504/01/01; 3minum Big 15.03.2022 nakaz Ne 486; 3minn

NPOBOAMBCS AHAJII3:

MoKa3HUKM | Bumoru H |  Pesynbratn
Onuc Bia ceiTno-3eneHoro Ao 3eneHoro Konsopy, MmogudikosaHol Bignoeigae

kancynonogibHoi hopmu asoonykna tabneTka 3i CKOLLIEHUMUW KpasiMK,
BKpWUTa NNiBkoBOIK 060NOHKOI0, 3 TUCHEHHAM M 3 OAHIEl CTOPOHU |
SFV a iHwoi cTopoHu.
1. A. MeTtog BEPX. Yac ytpumysaHHs nika cocpocbysipa i Bignosigae
BENNaTaceipy Ha XxpomaTorpami AOCNIAKYBaHOro Po34MHY NOBUHEH
BignoeiaaTM Yacy yTpumMyBeaHHs nika cocgocbysipy i Bennaraceipy Ha
XpomaTorpami CTaHAapTHOrO PO3YNHY, OTPUMAaHIA B AochiaKeHHi
"KinbkicHe BuaHa4eHHa (metogom "BEPX)"
2. B. Metog BEPX (3a gonomoroio giogHo-MaTpudHoro agetekropa). Bignosigae
MopisHiolOTL cnekTpu nikie cochocbysipy | Bennartaceipy 3
XpomaTorpamu 4OChiAKYBaHOIO PO34YUHY 3 XPOMaTOrpaMoio
CTaHAAPTHOIO PO3YKHY 3@ AaHUMW AI0HO-MATPUYHOTO AeTeKTopa.
CnekTp AochigxyBaHoro po34uHy NoBUHEH BiANoBiaaTH cnekTpy
cTaHaapTHOro po3unHy 3a nikamu cochocbysipy | BennaTaceipy.
KinbkicHe BU3Ha4YeHHsA 1. CodhocBysip 400 mr. Cochocbyeipy C22H29FN309P (90,0% m/m - 380,91 mr
110,0% m/m Big 3anBneHol KinbkocTi codocbyeipy): 360,00 - 440,00
mr
2. Bennaracsip 100 mr. Bennatacsipy C49H54N808 (90,0% m/m - 9525 mr
110,0% m/m Big 3asBneHol KinbkocTi Bennatacsipy): 90,00 - 110,00

mr
YnakoBka 3riaHo Bumor MKH Bianosinae
MapkysaHHA 3rigHo Bumor MKH Bignosinae

BUCHOBKH: Ceprudikar ananisy Ne 1837 sin 17.09.2024 niareep/ukye, 110 rnepesipenuii 3pa3ok npenapary
MAMXEIT OJIJ1, Tabnerku, BKpuTi U1iBKoBoK 060/10HK0I0, 110 400 Mr/100 Mr, no 28 Tabuetok y

SOP/G-5.10/D1 Crop.1i32



duakoni; mo 1 ¢nakony B KapTQmHil ;
JlaGoparopis Jlimiten, Inais BiggfOsi
15.03.2022 naka3 Ne 486; 3minust

ke, Ne cepii 3199201, supoOuuurso Maiinan
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Kinens ceprudikara ananizy Ne 1837 sin 17.09.2024
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Mylan

Maitnan JTadopaTopiz JIiMiTen

F-4 & F-12, Maneraon, MIJK, Cimmap, Hamix - 422 113,

Maxapamitpa, IH1iq.
Ten.: +91 (2551) 230092, 230093, 304777
®axc: +91 (2551) 230924

CEPTUPIKAT BUPOSHHEKA I BUINIOBITHOCTI ITAKYBAHH S

JAHI ITPO BAHTAZK

OTPIIMYBAUY BAHTAXKY

KPATHA-IMITOPTEP

VkpaiHa

HA3BA JIIKAPCBKOT'O 3ACOBY TA CHJIA
JIVAKTHBHICTD

Hazga npoaykry: MaiiXen OJIT

Crpra nii: 1 TabneTka mMieTHTs 400Mr coocOyBip i 100 Mr BemaTacBip)
Joz0BaHa dopma: TabIeTKII BKPITi ITIBKOBOIO 000I0HKOK

KOJ JIKAPCBKOI'O 3ACOBY

SFVO00T75X1A

JAHI ITPO BHPOBHHIITTBO

BAJ'JII[A_T_[II“H-IA CEPIA TAK X HIM

HOMEP ITAPTII 3199201

JATA BIITOTOBJIEHHA 10.01.2024

TEPMIH ITPIITATHOCTI 12.2026

I[OBII;_KOBI]II 1II1®P ITPOTOKOJIY BITPOBHIIIITBA BMR-SFV000T-023-04-N

TIAPTII

CEPEHS MACA TABJIETOK/KATICVYJI (Mr) 1235.300

JATA OCTATOUHOI'O SMINTYBAHHS ITIPEITAPATY | 22.01.2024

JaHi npo BHPoOHHITB O (3arajabHoi cyminri) (3a ii HassBHOCTI)

Banijganiiiaa cepis TAK X HIM

HOMEP ITAPTII He cTocyeTnes.

I[OBIIF_KOBI]II II1$P ITPOTOKOJIY BITPOBHIIIITBA He cTocyeTses.

TTAPTII

JATA BIITOTOBJIEHHA He ctocyeTnes.

JAHI ITPO ITAKYBAHHA

BAJIJAITITHA CEPIA TAK X HI

HOMEP ITIAPTII 3199201

I[OBII;_KOBI]II II1®P ITPOTOKOJIY ITAKYBAHHA BPR-SFV000T-036-00

TTAPTIL

PO3MIP VIIAKOBKII DJIAKOH Ne28

JATA TTAKYBAHHA 05.02.2024

JAHI ITPO AKTHBHI @APMAIIEBTHYHI CYBCTAHIIII

HOMEPII HAE’T]IMI AKTIIBHIIX PAPMAIEBTIIUHIIX | 50174214 | 50185724 50179628 | -=—--- | ==---
CYBCTAHIIIII

BITIKOPIICTAHA KIJIBKICTGH (k1) 9,307 4,644 54,054 | -=—-- | -=---
BIIBAHTAKEHA/TOCTABJIEHA KIJIBKICTD | 4397 dnakoHIB Ne28

(wrT.)

BIIBAHTAKEHA/TOCTABJIEHA KIJIbBKICTD | He 3acTocOBHO

(wt.) I3 3PA3KOM

TIOB*S3AHA I3 ITAPTICTIO ITEPEPOBKA TAK X HIM K-cTBh
IIOB’AA3AHI 13 IIAPTIETO BHITATKH/ TAK M HI X K-cTb TTPN=3404533
PO3CJIIIYBAHHSA

THIIIE (3a HAaABHOCTI)

PO3MIP TTAPTIL: 4821 VIIAKOBKA 1o 28 TabneTox y QakoHi

HOMEP JO3BUIY HA BIIPOBHIII[TBO:25-/NKD/89

HOMEP PEECTPAIIITHOI'O CBIIOLITBA: UA/18504/01/01

Homep GMP cepridikary: 044/2023/GMP

HA3BA TA AJIPECA BITPOBHIIITTBA, KOHTPOJIb AKOCTI

MAITJIAH JIABOPATOPI3 JIMITE]
F-4, F-12 M1 O.K., ManeraoH, CigHap, IN-422113, Innis

Bepcist 02 — cepTudikaT BIAMOBIIHOCTI OHOBIEHO IS BiIKOpETYBaHHI

TEXHITHOI TTOMILIKII

3AABA TTPO BITITOBITHICTD:

I A 3acBimdyro, IIO BHINe3a3Ha4deHa IepeBipeHa roToBa Ipoxykuif in bulk/kKomepmiiiHa roroBa mpoxykmif in bulk, BupoGieHa
aKIIeTOpPOM KOHTpaKTY, Oyna BHpoDiIeHa BIIMIOBLIHO 10 BCIiX BIIMOT, epelideHIX Y peecTpalliiiHiil JoKyMeHTaIlii, Ta 3TiHO 3 YITHHOXO
Harne:xHOH0 BIPOOHITIOK IPAKTIIKOO JI7IL FOTOBIX JMKApCEKIX 3acodiB, BII2HAYeHO0 IipekTiBami 2003/94/€C ta 2001/83/€C i dyus-
SIKIIMII OHOBJISHITMII 3aKOHOJIABYIIMIT aKTaMII, a TAKOJK yciMa IHINTIMIT BiJlITOBLTHIIMII IIPITHITHIIAMII Ta HacTaHoBaMII €C, 0 CTOCYRTLCH

GMP.

Anpeca pupodHHKa A®I: BEJIIIATACBIP: Mylan Laboratories Ltd., Unit-8, G. Chodavaram, Poosapatirega (M), Vizianagaram-

535204, Andhra Pradesh, India (Iazis).

CO®OCHBYBIP:: Mylan Laboratories Ltd., Unit-8, G. Chodavaram, Poosapatirega (M), Vizianagaram-535204, Andhra Pradesh, India

(Teis).

Bin imeni Maiinan JlabopaTtopiz Jimirten,

SOP-000551119-FORM-000552525-A08-09-01-22

Maitnas JIabopatopiz JIimiTes ITnoT Ne564/A/22, Poax Ne92, Ixyoini Xinc, Xaitnepadar - 500 034, TenanaraHa, IHzis.

Temn.: +91-40-30866666, 23550543, dakc: 30866699




Maitnan JTadopaTopiz JIiMiTen

m MYIan F-4 & F-12, Maneraon, MIJIK, Cimmap, Hamix - 422 113,

Maxapamitpa, IH1iq.
Tem.: +91 (2551) 230092, 230093, 304777
®axc: +91 (2551) 230924

IlinroTyBaB (migmmc Ta gara): 16/07/24 3aTBepaHE (migmuc Ta gaTa): 16/07/24
Binnin 3ade3medeHHA AKocTi Midnuc/ Rahul Salunkhe Oco0a, 1110 BiTNORITaILHA 3a BUIIYCK: /nionuc/ Govind Khairnar

SOP-000551119-FORM-000552525-A08-09-01-22

Maitnas JIabopatopiz JIimiTes ITnoT Ne564/A/22, Poax Ne92, Ixyoini Xinc, Xaitnepadar - 500 034, TenanaraHa, IHzis.
Ten.: +91-40-30866666, 23550543, daxc: 30866699




Maitnau JIabopatopis JlimiTex
F-4 & F-12, Maneraon, MIJIK, Cimnap, Hammx - 422

I: Mylan 113, Maxapamrrpa, Ieis.

CEPTU®IKAT AHANI3Y
Hassa npoaykTy: MaXenonn -
Cepifa Ne 3199201 |ApTMKIb Ne ;MLNFP24001275
Oata BupobHULTBa CiveHb 2024 | PUHOK |Ykpaina
‘TepmiH NpuaaTHOCTi TpyaeHs 2026 'Posmip cepii /135,000 TaGneTok
Cney. HoMep NocunaHHsa FPSSFV303R-04 |Oata aHanisy |13 IoToro, 2024
:}?1 TECT CNEUNPIKALIA PE3YNbTAT
1 Onmc Bin cBiTno-3eneHoro 4o 3eneHoro Konbopy, CBiTno-3eneHoro Konbopy, MoaudgikosaHa
MoaundikoBaHi KancynonognibHi ABoonykni TabneTka KancynonogiGHoi dhopmu 3 ABOOMNYKIUM
TabneTku 3i CKOLEHUM KpaeM, BKPUTI CKOLLEHWM KpaeMm, BKpUTa MNiBKOBOK 0BOMNOHKOIO,
nniekoBol 060NOHKOI, 3 TUCHEHHAM "M" 3 3 TUCHeHHAM "M" 3 ogHoro Goky Ta "SFV" 3
. oanHoro Goky 1a SFV 3 iHworo Goky. iHWworo Goky.
2 | lpeHTudikaUin
21 |BEPX Yac yTpumyBaHHA nikie cogpocbysipy Ta Yac yTpumMyBaHHs nikie codocBysipy Ta
BeNnaTaceipy Ha xpomarorpami BennaTacsipy Ha Xxpomarorpami JochifxXyBaHoro
JocnipKyBaHoro npenapary noBuHeH npenapary BiAnoBifae yacy yTpUMyBaHHA Ha
Bignoeigatu yacy yTpuMyBaHHSA Ha Xpomartorpami cTaHgapTHoOro npenapary,
XpomMmaTorpami cTaHgapTHOro npenapary, oTpumaHoro B TecTi "laeHTudikauisa (meTogom
oTpuUMaHoro B TecTi "laeHTudikauis (metogom | BEPX)".
BEPX)".
2.2 |BEPX [MopiBHANTE cneKTpu nikiB cococbysipy Ta [NopiBHANK cnekTpu nikie codocOysipy Ta
(3 niogHO-MaTPHU4YHUM BeNnnaTaceipy 3 xpomarorpammu BennaTacsipy Ha Xpomarorpami JocnifXyBaHoro
| BeTeKTOpOMm) J0CniIHKyBaHOro po34MHY 3i CNeKTPOM PO34MHY 3i CNEKTPOM XpomMaTtorpamm
XpomMaTtorpamMn cTaHOapTHOTO PO3YMHY 3 JaHUX | CTAHAAPTHOIO PO34MHY 3 fiaHWX dioaHO-
JioiHo-MaTpuyHoro aetektopa. CnekTp MaTpu4Horo aetektopa. CnekTp JocnimKyBaHoro

JocnifpKyBaHOro po34ynHy NoBWHEH 36iratncs 3i | po3ynHy 36iraeTbca 3i cTaHOapTHUM CNEKTPOM 33
CNeKTpOM CTaHOAPTHOIO PO34nHY Yepes Niku paxyHoK nikie cococOyBipy Ta Bennaracsipy.
cogpocOyBipy Ta Bennartacsipy.

3 Po3uynHeHHsA (BEPX)

3.1 |Codpocbyeip 400 mr Binnoeinae €sp. ®apm.. 3aranbHWin po3ain
293 (3pa3sok-1) : 97 %
He meHwwe 80% (Q = 75%) Big 3a3Ha4eHol (3pasok-2) : 96 %
KinbkocTi copocBygipy, CosHagFN3OgP (3pasok-3) : 97 %
MOBUHHO BYTW PO34YNHEHO NPOTAroM 30 (3pasok-4) : 98 %
XBUIWH. (3pa3ok-5) : 98 %
(3pa3ok-6) : 97 %
MiH : 96 %
Makc : 98 %
CepegHe 3Ha4y.: 97 %
RSD:0.9%
3.2 |Bennaracgip 100 mMr Bipnosigae €gp. ®apM.. 3arankHWin po3ain
293 (3pa3ok-1) : 96 %
He meHwe 80% (Q = 75%) Big 3a3Ha4eHoT (3pasok-2) : 94 %
KinbkocTi Bennataceipy, C49HssNgOg noBuHHo | (3pasok-3) : 95 %
Gy PO34MHEHO NPOTATOM 30 XBUMMH. (3pasok-4) : 96 %
(3pa3ok-5) : 96 %
(3pa3ok-6) : 95 %
MiH : 94 %
Makc:96 %
CepegHe 3Ha4.: 95 %
RSD:0.8%
MpumiTtkn: 3ATBEPDKEHO (3pasok Bianosiaae BuwesasHa4eHin cneyudpikawii)
| MigrotoeneHo : Wajed khan.Pathan | 3aTBepmKeHo . Rajendra.Adavkar
MigroToeneHo Ha - 16 noToro 2024 546 3aTBepKeHo Ha - 16 nwoToro 2024 5:50
| PospgpykoBaHo: Sandip.Lachake Po3apyKkoBaHo Ha: 16 moToro 2024 5:52 Konis Ne: 1

CropiHka N2: 1 of 5

MpumiTKa : Lieit AOKYMeHT CTBOPEHUI B eNeKTPOHHOMY BUIMAAI | € AincHUM 6e3 nignucy.

|CNe: C13000001397
LOinsHka Ne. 564/A/22, Nlopora Ne. 92, Mxy6ini Xinnc, Xwaepaben - 500 096, TenaHraHa, IHAiA
Ten.: 91-40-30866666, 23550543, ®akc: 30866699




LI Mvylan

Maitnau JIabopatopis JlimiTex
F-4 & F-12, Maneraon, MIJIK, Cimnap, Hammx - 422
113, Maxapamirpa, Iumis.

CEPTU®IKAT AHANI3Y
Hassa npoaykTy: MaiXen OJJ1
Cepifa Ne 3199201 ApTUKIb Ne MLNFP24001275
Oata Bupo6HULTBa CiveHb 2024 PuWHOK YkpaiHa
TepMiH NnpuaaTHOCTI pyneHs 2026 Po3mip cepii 135,000 Tabnetok
Cney. HoMep NocunaHHA FPSSFV303R-04 |fata aHanisy 13 NMioToro, 2024

affi TECT CMNEUNPIKALIA PE3YNbTAT
4 | OpgHOpigHicTE Oo30BaHOI
oaMHMLI (3a OgHopigHicTo
BMiCTY)
4.1 | CodcpocOysip 400 mr Bignoeigae €gp. ®apM. 3aransH1in po3ain 3pasok-1:100.3 %
2.9.40 3pasok-2 : 99.6 %
[MpuAHATHE 3HaYeHHA (M13) mae ByTH He 3pasok-3 : 97.5 %
Ginbwe 15.0. 3pasok-4 : 96.3 %
3pasok-5:96.7 %
3pasok-6 : 97.4 %
3pasok-7 :99.2 %
3pasok-8 : 98.4 %
3pasok-9:97.9 %
3pasok-10:99.0 %
CepenHe 3Hay. 98.2 %
AV:3.4
4.2 |Bennataceip 100 mr Bignoeigae €gp. ®apM. 3aransH1in po3ain 3pasok-1:99.7 %
2.9.40 3pasok-2 : 98.9 %
[puAHATHE 3HaYeHHA (M13) mae ByTH He 3pasok-3:97.1 %
Ginbwe 15.0. 3pasok-4 : 96.1 %
3pasok-5:95.8 %
3pasok-6 : 97.1 %
3pasok-7 : 98.6 %
3pasok-8 : 98.2 %
3pasok-9 :97.6 %
3pasok-10:98.6 %
CepepHe 3Hay.: 97.8 %
AV:3.7
5 |KinbkicHe Bu3Ha4eHHA (BEPX)
5.1 |Codpocbyeip 400 mr He meHwe 380,00 mr 1a He Ginble 420,00
Mr codocByBipy, CooHagFN3OgP Y wr: 397,15 mr
(95,0 % m/m - 105,0 % M/M Bif 3asBNeHO] Y %: 99,3% mim
KinbKocTi cogocBysipy)
5.2 |Bennaraceip 100 mr He meHwe 95,00 mr i He Ginblue Hik 105,00 | Y mr: 98,04 Mr
Mr Bennatacsipy, CsgHs4NgOsg Y %: 98,0% mim
(95,0% m/m - 105,0% m/M Big 3as8BneHoT
KiNbKOCTi Bennataceipy)

MpumiTkn: SATBEPIDKEHO (3pasok Bignosinae BMwesasHa4veHin cneyudpikawii)

MigrotoeneHo : Wajed khan Pathan

3arBepmKeHo - Rajendra Adavkar

MigroToeneHo Ha : 16 notoro 2024 546

MigrotoeneHo Ha : 16 moToro 2024 5:50

PosapykoBaHo: Sandip.Lachake

PosapykoBaHo Ha: 16 noToro 2024 5:52

Konis Ne: 1
CropiHka N2: 2 of 5

MpumiTka: Liei AOKyMeHT 6yB CTBOPEHWIA B eNeKTPOHHOMY BUMMAZI i € AiNcHUM 6e3 nianucy.
CNe: C13000001397

LOinsHka Ne 564/A/22, ONopora N2 92, xy6Gini Xinnc, Xmaepaben - 500 096, TenaHraHa, IHAiR
Ten.: 91-40-30866666, 23550543, ®akc: 30866699




LI Mvylan

Maitnau JIabopatopis JlimiTex
F-4 & F-12, Maneraon, MIJIK, Cimnap, Hammx - 422
113, Maxapamirpa, Iumis.

CEPTU®IKAT AHANI3Y
Ha3ssa npoaykTy: MaiXen Ol
Cepisa Ne 3199201 [ApTvKnb Ne MLNFP24001275
Oata Bupo6HULTBa CiveHb 2024 PuWHOK YkpaiHa
TepMiH NnpuaaTHOCTI pyneHs 2026 Po3mip ceplii 135,000 Tabnetok
Cney. HoMep NocuUnaHHA FPSSFV303R-04 Oarta aHani3sy 13 MoToro, 2024

=

s TECT

CNEUUPIKALIA

PE3YNbBTAT

6 CnopiaHeHi peyoBuHU (3a BEPX)

6.1 |A. Qomiwkun Bennaraceipy:

6.1.1 |a. OcHoBa Ge3 amiHy

He Ginblue 0,2% MM

Hixue MKB (mexi KinbKicHOro BU3Ha4YeHHs:)

6.1.2 | b. DomiliKa NaKToHy

He Ginblue 0,2% MM

0.059 % m/m

6.1.3 | c. Byab-AKa HeBigomMa goMillKa

He Ginblue 0,2% MM

0.057 % m/m

6.2 |B. OQomiwku codpocOyBipy:

6.2.1 | a. Qowmiwka pTop-ypuanHy

He Ginblue 0,2% MM

He BusiBNeHo

6.2.2 | b. Byob-AKa HeBigoMa OoMilLKa

He Ginblue 0,2% MM

0.056 % m/m

6.3 |C. CymapHi gomiwkmn (A + B)

He Ginbwe 2,0% MM

0.223 % Mm/m

3anvKoBi PO34YMHHUKHK (3a JaHUMKU

7 rx)
7.1 |ETaHon He Ginble 5000 ppm 309 ppm
Bopa (3a K.Piwepom) He Ginblue 5,0% m/m 2.76 % M/m

MikpobGionori4yHuii TecT

9.1 |3aranbHe 4YMcno aepobHUX

MiKkpoopraHizmie (TAMC)

3aranbHui po3ain 5.1.4
He Ginble 1000 KYOIT

Bignoeigae ctaHgapty €8p. ®apm.

MeHLwue Hix 10 KYO/IT

9.2 |3aranbHa KinbKicTb ApiXOXiB /
nnicHABUX rpubie (TYMC)

9.3 | Escherichia coli

3aranbHuia po3ain 5.1.4
| He Ginblwe 100 KYO/T

Bignosigae ctaHgapty €8p. ®apm.

3aranbHui po3ain 5.1.4
[NoBuHHa ByTW BiOCYTHA/ g

Bignoeigae ctaHgapty €8p. ®apm.

MeHLue Hix 10 KYO/IT

BigcyTtHa/ r

36epiranHs: He 36epiratu npu Temnepatypi Buwe 30°C, 36epirati B opuriHankHii ynakosui.

MpumiTkn: SATBEPIDKEHO (3pasok Bignosinae BMwesasHa4veHin cneyudpikawii)

MigrotoeneHo : Wajed khan Pathan

3arBepmKeHo - Rajendra Adavkar

MigroToeneHo Ha : 16 notoro 2024 546

MigrotoeneHo Ha : 16 moToro 2024 5:50

Konis Ne: 1
CropiHka N2: 3 of 5
MpumiTka: Liei AOKyMeHT 6yB CTBOPEHWIA B eNeKTPOHHOMY BUMMAZI i € AiNcHUM 6e3 nianucy.

CNe: C13000001397

PosapykoBaHo: Sandip.Lachake PosapykoBaHo Ha: 16 noToro 2024 5:52

LOinsHka Ne 564/A/22, ONopora N2 92, xy6Gini Xinnc, Xmaepaben - 500 096, TenaHraHa, IHAiR
Ten.: 91-40-30866666, 23550543, ®akc: 30866699



Mylan Laboratories Limited
F-4 & F-12,Malegaon MIDC.Sinnar,

ll' M I an Nashik- 422113, Maharashtia, India,
Tel: +01 (2551) 230092, 230093, 304777

Fax: +91 (2551) 230924

CERTIFICATE OF MANUFACTURING & PACKAGING COMPLIANCE

CONSIGNMENT DETAILS
CONSIGNEE [/
IMPORTING COUNTRY UKRAINE
PRODUCT NAME: MYHEP ALL
PRODUCT NAME AND STRENGTH STRENGTH (1 film coated tablet contains 400 mg of Sofosbuvir and 100 mg of Velpatasvir
! Dosage Form-Film Coated Tablet
PRODUCT CODE SFV000T75X1A
MANUFACTURING DETAILS
VALIDATION LOT vEs [ X | NO
BATCH NUMBER 3199201
DATE OF MANUFACTURING 10.01.2024
EXPIRATION DATE 12.2026
BATCH MANUFACTURING RECORD REFERENCE NUMBER BMR-SFV000T-023-04-N
AVERAGE WEIGHT OF TABLETS/CAPSULE (MG) 1235.300
DATE OF FINAL BLENDING 22.01.2024
MANUFACTURING DETAILS (COMMON BLEND) (IF ANY)
VALIDATION LOT YES No [ ]
BATCH NUMBER NA
BATCH MANUFACTURING RECORD REFERENCE NUMBER MNA
DATE OF MANUFACTURING NA
PACKAGING DETAILS
VALIDATION LOT vEs [ X ] No [ o]
BATCH NUMBER 3199201
BATCH PACKAGING RECORD REFERENCE NUMBER BPR-SFV000T-036-00
PACK SIZE 28'S BOTTLE
DATE OF PACKAGING 05.02.2024
API DETAILS
BATCH NUMBER OF API 50174214 50185724 50179628
QUANTITY USED (KG) 9.307 4.644 54,054
QUANTITY SHIPPED/DELIVERED (UNITS) 4397 X 28°S BOTTLE
QUANTITY SHIPPED/DELIVERED (UNITS) WITH 6
SAMPLE
REWORK ASSOCIATED WITH BATCH YES NO No (s).
DEVIATION ASSOCIATED WITH BATCH YES [ V] NO No(s). | PR# 3404533

BATCH SIZE: 4821 PACKS X 28'S BOTTLE

MANUFACTURING AUTHORISATION NO.: 25-/NKD/89

OTHERS (if any) REGISTRATION CERTIFICATE NO.: UA/18504/01/01

GMP CERTIFICATE NO.: 044/2023/GMP

NAME AND ADDRESS OF THE MANUFACTURING AND QUALITY CONTROL SITE: Mylan
Laboratories Limited, F-4, F-12 M.L.D.C., MALEGAON, SINNAR, IN-422113, India

REVISION 02- COC UPDATED FOR CORRECTION OF TECHNICAL ERRORS.

STATEMENT OF COMPLIANCE:

I hereby certify that the above information is authentic and accurate. This batch has been manufactured, including packaging/labelling and quality control, at Mylan
Laboratories Limited, Nashik, India 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/GDP.
API Manufacturer Address: Sofosbuvir: Mylan Laboratories Ltd., Unit-8 G. Chodavaram, Poosapatirega (M) Vizianagaram
535204, Andhra Pradesh, India.
Velpatasvir: Mylan Laboratories Ltd., Unit-8 G. Chodavaram, Poosapatirega (M) Vizianagaram

535204, Andhra Pradesh, India. Y
For Mylan Laboratories Limite %\
Prepared by (sign/date) Approved by (sign/date) -
Quality Assurance (;20 uj 16[0 QJ‘)i( Rel.:[l:onsible Ryeé&sge Person _\E?.- -

Wl Salunkne) Wina KredYhat)

SOP-000551119-FORM-000552525-A08-09-01-22

Mylan Laboratories Limited Plot No.564/A/22, RoadNo.92, Jubilee Hills, Hyderabad - 500 034, Telangana, India
Tel: +91-40-308666686, 23550543, Fax: 30866699
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MYLAN LABORATORIES LIMITED
F-4 & F-12, Malegaon MIDC, Sinnar,
Nashik - 422 113, Maharashtra, India.

CERTIFICATE OF ANALYSIS

Name of the Product: MyHep ALL

Batch No. 3199201 A.R. No. MLNFP24001275
Mfg. Date Jan-2024 Market Ukraine
Exp. Date Dec-2026 Batch Size 135,000 Tablets
Ref. Spec No. FPSSFV303R-04 Date of Analysis Feb 13, 2024
S. No. TEST SPECIFICATION RESULT
1 Description Light green to green colored, Light green colored, modified capsule
modified capsule shaped biconvex shaped biconvex beveled edge film
beveled edge film coated tablet coated tablet debossed with M on one
debossed with M on one side and side and SFV on the other side.
SFV on the other side.
2 Identification
2:1 By HPLC The retention time of the Sofosbuvir The retention time of the Sofosbuvir and
and Velpatasvir peaks in the Velpatasvir peaks in the chromatogram of
chromatogram of the test preparation |the test preparation corresponds to that
should corresponds to that in the in the chromatogram of the standard
chromatogram of the standard preparation as obtained in the test
preparation as obtained in the test “Assay (By HPLC)".
“Assay (By HPLC)".
2.2 By HPLC Compare the spectrums of the Compared the spectrums of the
(With PDA detector) Sofosbuvir and Velpatasvir peaks Sofosbuvir and Velpatasvir peaks from
from the test solution chromatogram the test solution chromatogram with that
with that of the standard solution of the standard solution chromatogram
chromatogram from the PDA data. from the PDA data. The test spectrum
The test spectrum should match with | matches with that of standard spectrum
that of standard spectrum due to due to Sofosbuvir and Velpatasvir peaks.
Sofosbuvir and Velpatasvir peaks.
3 Dissolution (By HPLC)
3.1 Sofosbuvir 400 mg Complies with Ph. Eur. General
Chapter 2.9.3 (Sample-1): 97 %
Not less than 80% (Q = 75%) of the (Sample-2) : 96 %
labeled amount of Sofosbuvir, C (Sample-3) : 97 %
5H 59 FN (Sample-4): 98 %
30,4P (Sample-5) : 98 %
should be dissolved in 30 minutes. (Sample-6) : 97 %
Min : 96 %
Max : 98 %
Avg : 97 %
RSD:0.9%
3.2 Velpatasvir 100 mg Complies with Ph. Eur. General

Chapter 2.9.3

Not less than 80% (Q = 75%) of the
labeled amount of Velpatasvir, C
a9H 54N

80 g should

be dissolved in 30 minutes.

(Sample-1): 96 %
(Sample-2) : 94 %
(Sample-3) : 95 %
(Sample-4) : 96 %
(Sample-5) : 96 %
(Sample-6) : 95 %

Remarks: APPROVED (Sample Conforms to above Specification)

Prepared By : Wajed khan Pathan

Approved By : Rajendra Adavkar

Prepared On : Feb 16 2024 5:46PM

Approved On : Feb 16 2024 5:50PM

Printed by:

Sandip.Lachake

Printed on: Feb 16 2024 5:52PM

Copy No.: 1
Page No.: 1 0of 3

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

CNo: C13000001397

Plot No. 564/A/22, Road No. 92, Jubilee Hills, Hyderabad - 500 096, Telangana, India
Tel: 91-40-30866666, 23550543, Fax: 30866699
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MYLAN LABORATORIES LIMITED
F-4 & F-12, Malegaon MIDC, Sinnar,
Nashik - 422 113, Maharashtra, India.

CERTIFICATE OF ANALYSIS

Name of the Product: MyHep ALL

Batch No. 3199201 A.R. No. MLNFP24001275
Mfg. Date Jan-2024 Market Ukraine
Exp. Date Dec-2026 Batch Size 135,000 Tablets
Ref. Spec No. FPSSFV303R-04 Date of Analysis Feb 13, 2024
S. No. TEST SPECIFICATION RESULT
Min : 94 %
Max : 96 %
Avg : 95 %
RSD:0.8%
4 Uniformity Of Dosage Unit (By
Content Uniformity)
4.1 Sofosbuvir 400 mg Complies with Ph. Eur. General
Chapter 2.9.40 Sample-1:100.3 %
The Acceptance Value (AV) should be |Sample-2 : 99.6 %
not more than 15.0. Sample-3 : 97.5%
Sample-4 : 96.3 %
Sample-5:96.7 %
Sample-6 : 97.4 %
Sample-7 : 99.2 %
Sample-8 : 98.4 %
Sample-9:97.9%
Sample-10:99.0 %
Average :98.2 %
AV:3.4
42 Velpatasvir 100 mg Complies with Ph. Eur. General
Chapter 2.9.40 Sample-1:99.7 %
The Acceptance Value (AV) should be |Sample-2 : 98.9 %
not more than 15.0. Sample-3:97.1 %
Sample-4 : 96.1 %
Sample-5:95.8 %
Sample-6 : 97.1 %
Sample-7 : 98.6 %
Sample-8 : 98.2 %
Sample-9 : 97.6 %
Sample-10: 98.6 %
Average : 97.8 %
AV:3.7
5 Assay (By HPLC)
51 Sofosbuvir 400 mg Not less than 380.00 mg and not
more than 420.00 mg of Sofosbuvir, Inmg:397.15 mg
C 5 H »FN In %:99.3% wiw
30 4P
(95.0% wiw — 105.0% wiw of labeled
amount of Sofosbuvir)
52 Velpatasvir 100 mg Not less than 95.00 mg and not more

Remarks: APPROVED (Sample Conforms to above Specification)

Prepared By : Wajed khan Pathan

Approved By : Rajendra Adavkar

Prepared On : Feb 16 2024 5:46PM

Approved On : Feb 16 2024 5:50PM

Printed by:

Sandip.Lachake

Printed on: Feb 16 2024 5:52PM

Copy No.: 1
Page No.: 2 of 3

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

CNo: C13000001397

Plot No. 564/A/22, Road No. 92, Jubilee Hills, Hyderabad - 500 096, Telangana, India
Tel: 91-40-30866666, 23550543, Fax: 30866699
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MYLAN LABORATORIES LIMITED
F-4 & F-12, Malegaon MIDC, Sinnar,
Nashik - 422 113, Maharashtra, India.

CERTIFICATE OF ANALYSIS

Name of the Product: MyHep ALL

Batch No. 3199201 A.R. No. MLNFP24001275
Mfg. Date Jan-2024 Market Ukraine
Exp. Date Dec-2026 Batch Size 135,000 Tablets
Ref. Spec No. FPSSFV303R-04 Date of Analysis Feb 13, 2024
S. No. TEST SPECIFICATION RESULT
than 105.00 mg of Velpatasvir, C In mg : 98.04 mg
49H 54N In %:98.0% wiw
80 g
(95.0% wiw — 105.0% wiw of labeled
amount of Velpatasvir)
6 Related Substances (By HPLC)

6.1 A. Velpatasvir impurities:
6.1.1 a. Amine free base Not more than 0.2% wiw Below LOQ
6.1.2 b. Lactone impurity Not more than 0.2% w/w 0.059 % wiw
6.1.3 c. Any unknown impurity Not more than 0.2% wiw 0.057 % wiw
6.2 B.Sofosbuvir impurities:
6.2.1 a. Fluoro uridine impurity Not more than 0.2% w/w Not Detected
6.2.2 b. Any unknown impurity Not more than 0.2% w/w 0.056 % wiw
6.3 C. Total impurities (A + B) Not more than 2.0% w/w 0.223 % wiw
7 Residual solvents (By GC)
71 Ethanol Not more than 5000 ppm 309 ppm
8 Water (By KF) Not more than 5.0% wiw
2.76 % wiw
9 Microbiological Test
9.1 Total aerobic microbial count Complies with Ph. Eur. General Less than 10cfu/g
(TAMC) Chapter 5.1.4

Not more than 1000 CFU/g

9.2 Total combined yeasts / moulds |Complies with Ph. Eur. General Lessthan 10cfu/g
count (TYMC) Chapter 5.1.4

Not more than 100 CFU/g
9.3 Escherichia coli Complies with Ph. Eur. General Absent /g

Chapter 5.1.4

Must be absent /g
Storage: Do not store above 30°C, store in original container.

Remarks: APPROVED (Sample Conforms to above Specification)

Prepared By : Wajed khan Pathan

Approved By : Rajendra Adavkar

Prepared On : Feb 16 2024 5:46PM

Approved On : Feb 16 2024 5:50PM

Printed by:

Sandip.Lachake

Printed on: Feb 16 2024 5:52PM
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