' ,P@‘unNAﬁ;e;

Glenmark Pharmaceutluis itd,

kosiony

Mpenapar: _ |A.R. N2:040000376635
Country of origin: ~ |india '
Kpaika aupoﬁm;k. lham oo

= Registration certificate Ne: }K i

Homep peectpauliiioro nocal.qqenm

- UAI18599101[01 valld till 06. 04 2026
- UA/ISGQQ/OIIG_J_., Ale £0.06.04.2026 p.

ol pedoBuHu:

|1 film-coated tablet contains favipiravir 200 mg
_|1 1abneTKa, BKPHTA NAIBKOBOK 060N0HKOW, MICTHTL basinipasipy 200 mr

|JHKapcbye dopmar

Dosage form: =

Film-coated tablets

{Tabnerku, BKpUTI NAiBKOBOI0 060/0HKOK

|Size and type of packaging:

Po3mip 1atun ﬁamjnanm:

|34 tablets in a blister; 1 blister in a cardboard box marked in Ukrainian and English

Mo 34 rabnerku y Gaicrepl; no 1 6aicrepy y Kaproumi HopobBul 3 MapKYBaHHAM YKPATHCLKOKO Ta BHIAIACLKOIO MOBIMU MOBOIO

| [aTa 3aKiHYEHHA CTPOKY NPHAATHOCT]

Batch Ne: 0s 220285

Cepia Ng:

Batchsize: : 10294'packages/ynaxouox

Poamip cepil: Sl :

Date of manufactu -|02/2022

[ata supoGHALTS: :

Expiration date: PLR02320 s e e e G

 |Ha Meuysanna, Mlcugsuaxogweuna T

Name, address, and license number of
plots of preducing and quality control:

HOMEPH nmenaiﬁ sclx Ab:bnmu. 3
aupaﬁuuqrsa Ta xou‘rpomo AKOCT

Glenmark Pharmaceuticals Ltd.

vil?ag'e Kishahpuia, Baddi - Nalagarh Road, Distt. Solan (H.P.) 173 205, India

19.09.2020 celgoursom {®opma 26) sla 23.09.2015

|License number from 20.09.2005 NeMNB/05/182 (Form 25), from 14.11. 12005 MB/05/226 (Form 28) has been renewed to
~ |19.08.2020 by Certificate ‘of renewal (Form 26) from 23.09,2015 :

_ |TAeHmapk dapmacsiotuiana fira., IHala

. Ceno Kiwannypa, Gapal-Hanarapx Poya, Texcin Ea,u,p,i p-H Conas, {X.1.) 173 205 IHala
; Hamep nluenail: elg 20.09.2005 NeMNB/05/182 (®opma 25) 1a la 14.11.2005 MB]BS{ZZG 1wopma 28), AlA AKUX NPOACBKEHA AO

 |UKR Certificate of‘GMP:,compﬂance:
|Ceprxdikar signosigHoctl sumoram

Ng: 007/2020/GMP valid till 30.11.2022

Ne: 007/2020/GMP aje Ao 30.11.2022

HaneKol BPOGHHUOT NPAKTHKK:

Pe3ynbratu ananisia

263.0 mr (£ 3%)
[minimym: 255.11 mr, makcumym: 270.89 mr)

MoKa3HKK Bumorn cneymdinauil Pesyabrartu icnury
_Indicator Requirements Results
S i tk g 3 3
1. Description  IYellow colored, film coated round shaped, tablets
onwc  |plain on both sides Complies
o prmlgaoonyml raﬁnemu aupml nAIBKOBOI 0GONOHKO MOBTOTO KOANBOPY Blanosinae
2. Identification A] By HPLC:
IaenTHbIKaUIA | The retention time of the principal peak obtained due to Faviplravir in sample
: i : preparalion should correspands to that of the standard preparation In the assay.
: A) Waaxom BEPX (BHcoKoedeKTHBHOT plaKKHOT xpomatorpadii): Complies
Nac npumyaaﬂun OCHOBHOTD nika, OTPHUMAHOIO Yepes HaRBHIC‘Ib fbasimpaanpy ¥ . Bignosigae
snnpoﬁnomy puaqnul NOBUHEH a],qnoai.qam LLbOMY napame'rpy ;wl crau,qapmoro B ;
. |po3umMHy npH Kinhmcuomy BH3HAYCHHI. ,
B] By UV :
{The UV absorpt!on spectra  of the test solutlon and the standard solunon should exhsbit
_ |maxima at the same wavelength. Complies
{B) Metoaom ynbrpatblo.new Bianoginae
: Ytb-cnempu nomuuahun 81npobHoro poaqmly i CTaHAApPTHOTO POIUUHY = NOBUHHI
| MaTH MaKcUMYM Ha OANIH T TIH e AoBMHI Xeual,
f [263.0 mg (£3%)
' Cepep,ﬂu Bara raﬁnemu [Min : 255.11 mg and Max: 270 89 mg] 264.33mg
: 264,33 mr

4. Weight variation

1 5.0 % of Average Weight

_ |45.0 % sig cepegHbol Baru

min -2.7% max 3.3%
MitiMym <2,7% maxcumym 3,3%

Not more than 15 minutes.

{He Giable 15 XBUAKH.

02 minutes and 40 seconds
2 XBUNWHN T3 40 CeKYHA

Not less than 80% (Q) of the labeled amount of Favipiravir Is dissolved In 30 minutes.

|He menwe 80% (Q) sia “Iananenoro na eruueru,! amicry daainipasipy” noauHno
| po34MHHTHCA 33 30 XBUAMH.

100.00%




7. Dose homogeneity, relative standard
deviation (RSD)

OpaHopiaHicTs 203K, BigHOCHE
cepeaAHLONBaAPATHYHE BIAXHAGHHA (RSD)

Meets the current USP <905> requirement.

Acceptance value should be less than or equal to L1 when determined on 10 units.
Acceptance value should be less than or equal to L1 and No Individual content of any
dosage unit Is less than [1-(L2 x 0.01}] M or more than [1+({L2x 0.01)] Mwhen
determined on 30 units.

L1is 15.0 and L2 is 25.0.

MosuHHa siaAnoBiaaTt BUMOTamM hmnuuoi USP <905>.

flpuiiMansHe 3MaYeHHA - NOBUHHO ByTH MeHLue a6o p.oplamoaam 11 npn suswauexui ?'3
ana 10 tabnerok. =
NpuiAmansHe 3HAYEHHA NOBUHHE GyTn meHwe 360 Aopluumsam L1, :mo,qua
iHaKBiayanbia fgo3a He NOBUHHE GyTH MeHWe [1-{L2 % 0.01}]M
260 Binbue [1 4 (12x0.01)] M npu Bussauenni ana 30 Tabnerox.
L1=15.0 | L2=25.0%
8. Related Substance (By
HPLC)
Kinbxicuuit anania cnoplaHeHKX AOMIWOK
(meronom BERX) :
Single maximum impurity Not more than 0.20% 0,03%
MarcumanbHuil Bmict oamicl pomiwkm: He Binbiue 0.20% Suidini e
Total impurities Not more than 1.0% Below LOQ

JaransHni BMICT ACMIWOK!

He Ginvwe 1.0%

9, Quantitative analysis of the active
substance (by HPLC)

KinpxicHui aHania pio4ol pevoBuHu
[meTopom BEPX)

At the time of issue: Not less than 95.0% and not more than 105.0% of the "Deciared

content'.
For the shelf life: Not less than 50, 0% and not more than 110 0% “Declared on the
content labei" i

‘|Ha MOMEHY BUNYCRY! He meHwe 95 0% i e Slnhuze 105 0% "3aunnennm Ha emnefu.i.-{-

smicry”. ;
Ha Tepmid npuaaTHoctl: He Memue 90,0% 1 ne Ginbme 110.0% "3aﬂsneuoro ua
eTuxeTyl amicty™. T | L

HuMue medkl BUIHaYeHHA

1012%

10. Water content {By KF
Titrator)
Bmicr soau (trTpatopom "KF Titrator”)

Not more than 5.0%
He Binvbuwe 5.0%

11. A} Microbial Enumeration Tests
A) BuznaueHns uncna mikpooprasiamis
a) Total Aerobic Micrabial Count
a) 3aranume yueno aepobHux
mixkpooprauiamis
b) Total Yeast and Mould Count
b) 3aransHe uucno Apimakosux i
uslnesnx rpubis
B) Test For Specified Micro-organisms
Escherichia coli
B) Tect na Brazanl mikpoopraunismu
(Escherichia coli)

Not more than 10° ¢fu/g
He 6invwe 10’ KYO/r

Not more than 10° cfu/g
He 6inbwe 10° KYO/r

Absent /g
BipcyTui /r

' Complles
. Bignoslpae

. slgnoni,a.nuc'rl 3l crieu,udnnaujebe, wo Mlnmm 8 Peccrpauifinomy A0CbE Vupamu npotouonn supoﬁuuqrsa T3 uposeae A aH

Certification Declaration: “It is hereby certified that the Information given above is true and accurate. This product series was manufactured (inc!udlng its packing and marklng]
and quality control was performed at the above facilities In full compliance with the manufacturing practice and quality control of medldnal products, as well as withthe
specification contalned In the Master File of Ukraine. Manufacturing and analysis protccols were consldered and :orrespondence with the manufactuﬂng practlce and quaﬂty
control of medicinal products was ascertained”. i . | .

3anea npo ceprudikauito: "Lium niaTBEpAMKYIO, 0 HaBEAeHE BULIE ludwpmaqln € ,qoc-roalpﬂomlmunom. l.;n cepin npo}wmﬂ Gyna enpoﬁneua [ammamn YNaKoBRY Ta

- |maprysaua) | nposepeHui NDKTpO!!be AKOCTI Ha BILLE3raAaHIA AlaRKUL B noBHiR sianosianoctia npasunamu Bupoﬁunu;rsa 1 xom'panm Anoctl nluapcuuux ncoﬁin, ATAHOK Y
an| 13 po;rﬁnuwi l ymuoanesno nlanosmnlcrb

npasunam anposanuraa | kouTpOMIO axoctl mv.aprwax 3acobis”.

Post
focaaa

Si_gngtuga -

Prepared by:

Ananis nigrotysas: ol i

Checkedby: -

Avanis n_posl‘!: 4 Asst.Mar?ager-QA e

 |aishitBhardwa)

Approved by!

Awanis 3atsepans: Senior Manager-QA Sa.ndeep Semwal

Date of Release:
Oara BunycKy:

11.02.2022 Sandeep Semwal

Px a uﬁm‘g VoY ‘TFS{“'




JEPXKITIKCIYIKBA
" IEPYKABHA CJYIKBA 3 JIKAPCHKUAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHI
VY IHIIPOIIETPOBCHKIN OBJACTI

Huinpo, nn.Co6opna,d, k. 601-605, 49003, ren. (066)3454171
E-mail: dis.dp@dls.gov.ua,httpsy//www.dls.gov.ua, Koa €J[PIIOY 37070665

BUCHOBOK

po siKicTh BBE3eioro 8 Yrpainy Aikapcskoro 3acoby

27.02.2022 N 9317/22/04

KOBIDTY

(narnenysanis AKAPCLKOro 3ac00y 31110 3 peceTpamiiingn nocsiayeiss)
iﬁnemu, BKPHTI MINBKOBO10 000011010, 110 200 M1, no 34 Tadaerkn y i')murepn no |
faicrepy y waproumiii I\O[)Oﬁlll . '

((POpMA BHAYCKY, A03VDAIITIA, BHA NAKYDAINIS TIKAPELKOFO 3ac00Y)
Homep pecerpatifitioro nocainvenns UA/18699/01/01 crpok nif peectpauifinoro nocsinuenns 06.04,2026
Cepis nikapeskoro sacoby Ne 05220283 Kinbkicth Biesenoro nikapcskoro sacody 10140

BripoGiink Tnenmapk Qapmacsiorakans Jiva, 1 H’IUI _____

(afMenyoai BHPOGIHKD umpumom mcm’)\f Kpﬂlfm no\_ ﬂm:ium)

Bseseno o Y kpaiy TosapucTso 3 0GMCKCHOIO ninnoniaassuicrio "TIIIT YI'&";}'a'l'mi“, iAcHT
won: 39476430 '

{nafistenvoans Ta koa sa CHPIOY wphanyuoi ocoln abo npiiniie. m 'S 10 GaThRORE (B0
OCoBH = NEANPHESILA. 1T MiCHe NPORUBNIE Ta peceTpaifitit nomep, néfnmmm_h.l]mn NAATHHED
HOAXTRIN Q00 ¢epin Td HOMED NacnopTa) :

Hpqﬁfgiéox_nis‘izyfén::uﬂ:"tz rowrrpomio sia 21.02.2022 M‘(}?:—{:}IMGUI._. :

32 pelyibraTami  AepKABHOMO  KOHTPOMO  BCTAHORACHO, WO JiKAPCHKMA  3acid  sseseno o Yepainy
"IlO'l‘pH MAHHSM BUMOF 30K0HOAABCTBA LIOA0 3a0€3TI2HEHHS AROCT] .n'iK_fipc_im-hf-'jacc)ﬁia.

HauansHuk Jlepucasrol caymbu 3
J’]\deCBKH\ 3&(:061;3 Ta l\OHTPOHlO 3'1 : (Onis OBUAPEHKO

{inigiany Ta npiznuwe)

~ Kapina GuLumt‘_fmua_f;O()é 34541 7]




