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BATCH CERTIFICATE
CEPTH®IKAT HA CEPHIO

| Cropinka |36 |

7777777 Product n‘m;; \:Hi’/x“‘mli | .Tﬁ'uemiﬂ Mo [64/MN/AP /‘}“\/;i
Hassa nporvenii: | BHHAHAT | License No.:

) ST & - ,
Pharmaceutical form, dosage: | film-coated tablets, 400 g/ 100 mg

_Jikapenka popia, josyanns: | rabaeriu, BRpuTi nain ROBOI0 0G0 10HK010 10 400 M1/100 M
Strength/poteney: | 1 film-coated tablet contains 400 mg of sofosbuvir and 100 mg of Vclpatasvir
(in form Velpatasvir solid dispersion 50 % w/w)

Cuia | 1 rabaerka, BRputa wiHBKoOBOI0 0600HK0I0, MICTHTE copochbynipy 400 mr ra
Ali/axTHBHICTL: Be*umuump\ 100 mr (y dpopmi Beanaraceipy 1sepaoi anenepcii 50 % m/m)
Size and type of | 28 film-coated tablets in a bottle; 1 bottle in a cardboard box with labeling in

packaging: | Ukrainian and English languages

Posmip ta tun | mo 28 rafieror, BRPUTHY WHBROBOIO 060, T0HI010, Y Qaaroni;s mo 1 guiakony B

HARY BAHKSL | KADTOIH KOPOGHini 3 MapRYBAHHSIM YRPATHCLKOIO Ta ANEIHICHIOK MOBaM
)
Batch No.: Bateh size: - boxes
o | 10120 . 3571
Cepin No: N Posmip cepii: | KOpoGoK
Bate of manufacture: Expiry date: .
| . 09/2024 P S 0027
Aara pupobuuuria: - i Fepmin upujarnocti:
Registration certificate: | | s ; 3 Valid to:
N gty ; | UA/19285/01/01 ; 03.11.2027
Pecerpanifine nmoeeituenusn: | | Hiiicne no:

Manufacturer: | Natco Pharma Limited,
Pharma Division, Kothur, Rangareddy, Telangana 509228, India
Bupo6uuk: | Harco ®apma Jlimiven,
Dapmva HJieiwn, Imxxvp Paurapemti, Tenanrana 509228, ]H'lm )

]

Certificate of GMP compliance No,: s’ e f dated:
; 081/2023/GM P
Ceprudirar pianosizmoeri HBH No: | _ ' Bi: [
Alml‘vsis procedure results /-

PesynbraTu nposesenus anadisy

REQUIREMENTS FOR PARAMETER /
Mo/ S BUMOTH 0O HOKATHUKA

05.10.2023

METHOD OF

No PARAMETER / _ | ANALYSIS/ RESULTS /
s/ NHOKAZHWIK FOR RELEASE/ f¢ ﬁ;{ :‘s}f;f:i;x,iui_llFE/ f MIET ()}Jl, PESYIALTATH ‘
HA BUITVCEK HA TEPMIN COAHANIY .
o fpMiatHocy
1| Deseription Blue coloured, oval she aped. film-coated tablets By p. I MQC.

; Complics
debossed with «S» on one side and « Vs - on other side, i

FaGaeTion, srpri niiskosoto odotonkon, Gaakirsoro] 3a ir. 1 MK,
KOABOPY. OBUHRHOT (OPMIE 3 THCHEHHIM «S» 3 0411010 Binnoninac
DOKY 1A « Vo - 3 Huoro.

2. | Identification/ Laentn (iwara
a) By HPL.C The retention time of the major peak in the By p. 2.a
method chromatogram of sample solution corresponds to that in MQC.

g . . Complies
the chromatogram of the standard solution during the !

| - ] | test «Assayn. o - ___J

~kothirernatcopham
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REQUIREMENTS FOR PARAMETER / e o
No: . BUMOTH 1O m(uxsrun\_& METSOBAE
N PARAMETER/ ' | ANAL}’_SE@‘/ RiLSULTf‘a /
o HOKAIHHUK FOR RELEASE/ M”‘i wa‘f“;f H-LEFL/ METON PEIYADTATH
1A BHIIVCK MAT EuPMFHM AHAJAZY
NPHIEATHOCTY |
a) Meroqom BEPX | Hac yTpuMy B OCHOBHOTO HIKY HA XPOMaTOIpasti 3an. 2a
m.mpoﬁ) BAHOTO POy COIRMATAC 3 BUTOBUIHIM C MK Biwoninae
THKOM 1@ XPOMATOUPAMI ¢ TAH AP THOIO PO3UHHY HPH ’ ‘
HpoBeAeHHT BUHpoOy At « KiNbKICHE BHATAYEHHAY,
b) By UV method The UV absorption spectrum of the sample solution By p.2.b.
and standard solution should exhibit maxima at the MQC. Complies
same wavelength,
0) Metononm Y Y@ cuerpi norimHaHus BUOpodoRvBalioro posdriy - 3a i 2.0,
P CTARIAPTHOTO POSHIIY HOBHIHI ICMOHCrpyratin MK, Bianoginac
MARCHM MU P OTHAROBEN JTORAHHAN AR, o
¢) Titanium dioxide ;\ veilow colour shows presence of Titanium dioxide. | By p. 2.c. . .
' MOC Complies
) birany Juokcia | HOAB ROBTOE O SAOAPBICHHS CRULHTE PO HASRHICTL | 3a 11, 2.¢. ; ]
: , . - Biiuioninae
PHTAHY ATORCHAY . MKA.

3.1 Uniformity of The acceptance value of the first 10 t]()\dt’( Hnits is By p. 3. MQC. ISofosbuvir (L
dosage units (By less orequal to L1 (L1-15.0 and 1.2=25.0) 2.3
content uniformity Velpatasvir (1.1)
method) 7 =20
OanopianicTt Hpuiimasbie vicao s nepix 10 Ja . 3. MICAL C u(]mm\ .)m
AOB0BAHIN OJIHHIIL | oML Mertie abo gopistioc LT (L1=15.0 ] (L1)y=25
(verogom npavoro | L2=250) Beanaracrip
BH3HANCH ) (L1)y=2.0

4.1 Average weight 1030.0mg+5.0% | By p. 4 MOQC. 1025.1 mg

| Cepejing maca 1030,0 nir + 5,0 % Sa . 4 MK 10251 mr
5. | Water content Not more ‘rh(m ).() % w/w] Not more than 5.5 % w/w By p. 5 MQC, 29 9wl
| Buict mout He Otapie ik 3.0 % e Oizkire v 35 % w/st | a0, 5 MKS, 2.2 % wi
Mg
0. Dissolution (13 Not fess than 80 % () of the labelied amount of By n. 6 MQC. Velpatasvir
; HPLC method) Velpatasvir and Sofosbuvir are dissolved i 30 minutes. 99 9% | 100 %
‘ 101 % 100 %
100 % 99 %
Solosbuvir
98 % 99 %
100 % 99 %
[ 100% [ 97%
Posunnenna U vienime iz 80 % (Q) 8L 329830101 KiTLKOCT 3an. 6 MKA. Beanat raceip
(mero1oMm BiPX) BCMATACBIPY 1A COPOCOVBIPY pO3HHIeThed 3a 30 99 % 100 %
XBHITHH, 101 % | 100 %
100 % | 99 %
Codocdygip
DY e Redds Disivior Tobwoana St ) i WIGION L GRSAR Y cematt kothurnaicopharma.co
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BEJIAHAT

PARAMETER /
HOKASHHK

~3d

Assay (By HPLC
method): cach film-
coated tablet
contains:
Sotosbuvir 400 my

INTS FOR PARAMETER/
BMWOFH A0 HOKASHHKA

ME*TUE‘ZR{'M

ff:pﬂl(i)mm Ne: |

Cropinka 3 3 6

MIETHOD OF
ANALYSIS /

RESULTS /

Velpatasvir 100 my

KinbricHe
BH3LAYCTHN
(meroiom BEPX)
KOWHaA Talnerka,
BRPHTA THHBKOROO

OOOIMOHKOIO MICTHTL!
CodrocOysipy 400 i

Besxnaraceipy 100
M

Degradation
products (Yo wiw.
By HPLC method)
a) Sofosbuvir
Desphenyl impurity
Any individual
unspecified
impurity

Fotal impuritios

by Velpatasyi

Methoxy methy |
pyrrolide

Impurity A

Impurity E

Any individual
unspecified impurity
Total impurities

ot ore than 0.0 %

FOR RELEAST! | FORSHTLE-L H*L/ METOM | PE3VJLTATH
1A BRIV i HATEPME AHARSY
o | NP 1mH¥U(‘H
98 % 99 %
100% | 99 9%
100 % Q7 9%,
Not less than 95.0 % and | Not less than 90.0 % and By p. 7 MQC.
not more than 105.0 % not more than 110.0 % of
ol the labelled amount of | the labelled amount of 99.0 %
Sotosbuvir. Sofosbuvir,
Not less than 93.0 % and | Not less than 90.0 % and
not more than 105.0 % notmore than 110.0 9% of 100.0 %
of the Tabeiled amount of | the labelled amount of '
Velpatasy Velpatasvir, L B
| He MCHLE ik 95.0 % He sienie iz 90.0 % ra | 3a 1. 7 MKS.
| racne Siibiie Hik 105.0 HE Diabwe ik 110.0 % 3
Yo RIA AABRICHOT B 3A9BIEHOT KIALKOCT]
KitbkocTi codocty ipy. cohochYRIpy. 99.0 %
He memue nixk 95.0 % He sterme nik 90,0 % Ta o N
Ta ne 6inptue nisk 105.0 | ve 6iasie misk 110.0 % 100.0 %
% 8L 2adBAC10T Bl 305 BICHOT KEUILKOCTI ’
|_KIILROCTI pednatacsipy. | sennaracripy. o
3y pe 8 MOC.
Not more than 0.2 % Not more than (0.2 % 0.04 %
Not more than 0.2 % Not more than 0.2 % <0.05 %
Not miore than (0.8 % 0.04 %

Not detected

Notmore than 0.2 9% Not more than 0.2 % Not detected
Not more than 0.2 % Not more than 0.2 % 0.09 %
Not more than 0.2 % Not more than 0.2 % <0.05 %
Notmore than 1.0 ° Not more than 2.0 % . 0.09 %
Roddy S i } { vl Y. c-mait koithur natconharma coon
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BEJUTAHAT

REQUIREMENTS FOR PARAMETER/

Ceprudirar No:

METHOD OF

T}:: PARAMETER Y, | BupoTy r{() O AHalRR e ANALYSIS/ RESULTS/
‘{/;[ HNOKATHUK FOR RELEASE/ M)i& h§,.§,{_ﬂ'§"‘l<"';/¥g\ £/ M E’l.(}ﬂ; PEIYIABTATH
HA BUTTVCK HA TEPMIH AHAMIZY
- HPUAATHOCTI
Hpo‘wmn Jan. § MKSL
aerpadanii (% v/,
Meto oM BEPX)
a) Codpocoviipy He Oiitbiie wiw 0,2 % He 6itwe nink 0.2 %% 0,04 %
Homitka Jecueni
byab-sKa He Oubiue vk 0.2 % He Oinpwe Hik 0.2 % <0.05%
IHAMBIRYaTbHA
HecrictHpikonana
SOMTTKA
C'yma T0MITHOK He Siase uik 0.6 % He O nik 0.8 %
0.04 %
0) Beanaraceip
Mertoken Flo Oiabiie i 0.2 % e dinviue ik 0.2 % He BHaBieHo
MCTHATI PO AN
Jlomimka A He Oiasie vk 0.2 % He oinpwe i 0.2 % . [le BHgBICHO
Jomitika £ He Ginbuue tiw 0.2 % fle ovibiie wiw 0.2 %o ' 0.09 %
By ib-siia He Ginbie vk 0.2 % He dinpiue vk 0.2 % < 0.08 %
IHABIAY anbla
HecnennQikosan
JAOMILHKE
Cyma TOMILLOK Ie Oinbie wivk 1,0 % He Oinpie uik 2,0 % 0.09 %
9.1 Microbiological 3y p. 9 MQC.
purity USP <01>,
Total aerobic Mot more than 1000 CFU/g <62>, Complies
microbial count
Total combined Not more than 100 CFU/g Complies
yeasts and moulds
count
Iischerichia coli Must be absent/1 ¢ Complics
Sctlmonella specics | Nust be absent 10 ¢ Complies
Pseudomoins Aust be absent/ ] g i Complhies
aeruginosa
Staphylococeus Must be absent/1 g Complics

dUIEUS

Mikpodionoriuta
GHCTOTA

araiplie HHeao
acpod X
MIKPOOpranizMis

[ darajapie HHeao
APIACDKOBIN 1

rniccHeBUX rpndin

Ple O vk

He Otibiie nik

1000 KYO/r

I

Sa i 9 MK,
USP <61>,

<62 Binnopizac

00 KYO/ir Biaosiac

i) Kothured natcopharnae
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Certificate No.:
Ceprugirar No;

BEJITAHAT |

REQUIREMENTS FOR PARAMETER / {i METHOD OF
i oy o A vades 3
‘}L‘)/ PARAMETER/ | _ bumory "‘1“; o MHHM | ANALYSIS/ | RESULTS/
’; ,; NOKASHHK | FORRELEASF/ | FOR SHELF-LIFE/ PM ETQ,& PEIVIALTATH
| o HARMPVOR | AHAMZY
| Excherichia coli Mac oy siaevriivir Bianorizac
| Sulmonella species | Mac dvrn Blacy THiag {0 ‘ Bianosiac
f Pseudomonas Mac Syt siacy v Bimosinac
1 aeruginosa ‘
Staphyvlococcus Mac Oy 11 Biacy THIMA | Binnosigae
aureus

Chemical names of impuritie (Sofosbuvir)/ Ximiuni nazeu sosiwox: (Coochysip)

v‘ Despheny! impurity W)~<Fmpx‘og)_\'i-»,7-((Sr(({lﬁi. SRR SR)-54(2 4-diovo-3 d-dihydro pyrimidin- I (2H)-y1)-4-fluoro-3- |
_ | hydroxy-+4-mell ‘a hvdrofuran-2-ylmethoxy) (hydroxy)-phosphoryl amino) propionate. ~
P Hosiinka aechien (S)-Isonponin-2 - ((S)- (((2R. 3R 4R SR} -3- '?.-I-v}'|im':a:(‘:--,“w.»—§~-‘mri:tp(mipzmi;mu~l (211) -1y -4-
Qrop-3-riaporei-4- METHATETPA FLAPOGYpati-2-1:1) MerORCH) {riaporen) - pocdopin amino)
L - | nponionar. o

Chemical names of impurities: (Velpatasvir)/ Ximiuni nassn gomimmok: (Besnaracsip)
=1 Methoxy methy| Triphosphate salt of methyl (($)-1-((28, 58)-2-((28, 4S)-4- (methoxymethylpyrrolidin-2-y1)- 11-

pyrrolidine imidazol-S “yI)-1, 11-dihydroisochromeno [4°.37:6. 7Inaptho[ 1. 2-d)imidazo [-2-y1)-

L B ] | S-methyipyrrolidin J-methvl-T-oxobutan-2-vl) carbamate o o
| Meroxen Tpudocharia cinn me i ((S) -1 - (28, 35) 0 H2RIS) ~t-Overorensie i) wipoaiaui-2-in) - H-
| METHANIPOAL Ui 2

2005 M- 1) F-anriapoi o posicno {13 6.7) sadrro [12-r] imicaso 1-2-49)-5-

A METHATPOAL G- -10) -3-mettit- 1-0ke o0y ran-2-in) RApOarid

‘“ Iipurity A | Methyl [(29)-1-](25, 58) 2-[(25. 48)-1-1(28)-2
: ; l(mei.hmxyoarhmny%')mninu~3-plwnylelccl)!}-~4~(mciho,\;ymc(h_vij)pyrmlidin-?.:\flj—?H-imidazolc—S«yi}»
! N |~dihydn‘)i.\‘ucln‘()menoHﬂ}':<).7];mphlho| 1.2-d] imid:'x/uhf~2~y])-S—mclhylp_\_"rmlidiwI—_\yl»]-E -
- methy - T-oxobutan-2-vl carbamare. o
Jomitka A | Menon £ (2S) -1~ [(25.58) -2 (9- (2- (28, 19) 7 - {(28)2-
[(MeToRCHkapBOHin) amino | -2-gieninancring -4- tmerorermetna) mipoaiann-2-in| -1 H-ivinazon-5-
i -1 L E-uriapoizoxposicno 47, 3% 6, Tluadro [ 1.2-d) iminanes-2-in) - S-MeTHARIPONi M- -]
| o =3=METHA-1-0KkCOOYTal-2- ] kapdamat

Impurity | Methyl [(28)-1-(23. 58)-2-(9-{2-[(2S, 48)-1-{(2R)-2 {'(mctlm.\:)'carhon,\'l)aminoj—?—phcnylaccl)l}w
L-(mcthoxymcethy hpy rrolidin-2-v1]- 1H-imidazole-S-y1} - | I-hydroxy- 1.t {-dihydro isochromeno
[47.37:6.7] naphtha [1.2-dJimidazole-2-y1)-S-methy Ipyrrolidin-L-yI]-3-methyl- I-oxobutan-2-y1}

| carbamate. R
Merun {(25)-1 - [(2S, 38) -2- (9- {2 - [(25.45) -1 - {(2R)-2-

[(merokenkapGonin) amiHo| -2-geninanerin} -4- (MeTokcHMeTI) THPOAIAH-2-ia] -1 H-iminasosn-5-
inj =11 rinpoxeu-1. F-nirinpo isoxpoveno [4°30.7) wadra [1,2-d} imizazon 2-in)-5-
METHATH PO | -in] -3meriin- |- OKCOOYTAH-2-in} KapGanar.

P
Honiwka

]

| Labelling: | Should correspond 1o the registered labelling, Complies
L Maprysauns: | Hosimimo sigosiqar 3apeceTpe 1Y MAPKY BUHH RO, Binnopizae

Packaging: | Should correspond 1o the i quiirens

Mawysamss: | o

s of MOC, Complies
HHHO BLITORL A BIsOrass MICH. Binorinace
L liereby certify that the above information is authentic and uccurate. This batch of product hus been manufactured, including
packagingdlabelling and quality control anulysis, at the ahove mentioned site in full compliance with the GMP requircments of
the local Regulatory Authority and with the specification availuble in registration dossier. Protocols of batch processing,
packuging and analysis records were roviewod and found to be in compliance with GAMP, | hereby confirm that all production
stages for this barch of finished product were carried out in full compliance with the requirements specified in the current GMP
guidelines approved by the Ministry of Health of Ukraine.

/ i P BN R VR ! PRTR svorele deoat iy e o A (-
el Felangana Stare, INDEA. Pincode - 509228 0 (18548 287 RO eemadd: kothuréonatcopharma co.m
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BEJITAHAT Ceprugirar Ne: HO?»K_"FE AL lule Cropinka 636

LAt s 3ac6iouyio, 1o nagedeina suuge indropsiands ¢ docmasipioi ma mowion. 1o cepiro npodyruii fy.o supod.ieno
(RICUOUUIOM NARYBANIH/NGPRY AN 110 IPOGeOCo ROMPOTy [T AKOCIT 1 G u(e s siauenii 0ol y nosuit
GIOHOBIONOCHIT 3 ustoeunt (TP, SCHUIOTCNUMY MICHCGHUM DU SIMOPIUN 0PRUION, d FURONC 6101061010 00 crequikayin,
4o MGG CH & POCempatiinonny 00coc. TTIpomoro. e upoonimed, ARy §uiiist s aiaiisie Op10 Hepezinymo i
semanes eno gionocionicnm GMP s midmeeponeyio, wo sci upodiwal cmatit dra qied copif comosol ipodyruil oy

T CHenT € ROCITI GIOROGIHOCING 3 SUNOKNIG, REUSiieia i & i iecruioni s D samecpaycento MUGCREpCmsoy
) ONOPOHE 300pog 8 Yrpaliy,
Name and position of person responsible for the analysis: | V. Rangarao, Senior Manager-QC
M pispine Ta nocaaa ocodu, o Biuositac 2a ananis: | B. Panrapag, Crapuruii meneuxep-IKH
Signature of person responsible for analysis: \ \;’} {:
L\

Hianwe ocodu, mo BiHOBLLAC 30 aHATI3:
Name and position of person responsible for batch release: | Arun Kumar. B, Senior Manager-QA
Hpispuuge ta noeaia 0codi, 110 Biaosinae sa punyes cepiis | Apyn Kysap, b, Crapurnii Menesaep -3

£

YA L EIAN

Signature of person responsible for bateh velease: B

Hiamue ocobu, WO BLAOBIAAE 38 BHIYCK cepit VL / \ {
Date of signature: | , 77

Jara nignmcauss:
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