NIEPJKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCHKIA OBJIACTI

nipoB. Ceitnuanoi Haxii, 3, M.Kuis, 02099, Ten/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BHUCHOBOK
PO AKICTh BBE3EHOT0 B YKpPaiHy JiKapcbKoro 3acody
15.05.2024 Ne 24596/24/1011
HETPUH®

(uaiiMeHyBaHHA NiKApCLKOTo 3aC00y 3TIAHO 3 peecTpallifiauM TOCBi AueH M)
Ta0/eTKN, BKPUTI ILIIBKOBOI0 000J10HK010, 10 10 Mr o 10 Tadierox y Guticrepi; no 3 Gaicrepu
y KapTOHHIiI KopoOui

(popma BUTTYCKY, JO3YBaHHS, BHA NAKyBaHHEA JKapceKOTo 3ac00y)
Howmep peectpauiitroro nocsiguenns UA/6789/02/01 crpox aif peectpauiiinoro mocsinuerns 01.01.2099
Cepis nikapebkoro 3acoby Ne B2400143 KinbkicTs BBe3eHOT0 Nikapcwkoro 3acoby 60480

Bupobnux H-p Penni’c JTaGoparopic JItn, ®TO — 11, Inais

(HafiMenyBaHHS BUPOGHHKa TiKapChKOro 3acoby, Kpaina TIOXOKEHHS)

Baeseno B Yipainy ToBapucrBo 3 o6MexeHor BixnoginanbuicTio "p. Penai’c
JlaGoparopiz", inent. xox: 37560808

(HaliMcHyBaHHs Ta Kox 32 €JIPTIOY topuauuHoi ocoby abo npissuiue, iM's, no 6aTekoBi disntHO
oco6u - miAnpHeMus, i Micle IPOXHUBaHHA Ta peeCTpaliitHuit HoMep 061iKoBOT KapTKH IIIATHHKA
noAaTkiB aGo cepis Ta HoMep TacTopTa)

Iperoxos Bizyansuoro kontposio sin 14.05.2024 Ne 1374/2.

3a  pesynbTATAMH JEPXKABHOTO KOHTPOJIO BCTAHOBNEHO, IO Jlikapchkud 3aci6 BBeseno B Ykpainy 3

JOTPUMAHHAM BuMor 3ak0HOJABCTBA HIOMAO 3abe3nedeHHs IKOCTi JIiKapcskuXx 3acobiB.
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NEPJKABHA CJIYXKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCHKIA OBJIACTI

npos. CeiTianoi Hapuii, 3, m.Kuis, 02099, ten/pakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
Npo AKiCTH BBe3eHOro B YKpaiHy JikapchKoro sacody
15.05.2024 Ne 24601/24/1011
IHETPUH®

(HalMEHYRAHHS JTiKAPCHKOTO 3ac06Y 3riJIHO 3 PECTPALliHHHM OCBIIYEHHAM)
TaGJIeTKH, BKPHUTI TUIBKOBOK 000J10HK010, 110 10 Mr 1o 10 Taénerox y Guicrepi; o 3 6nicrepu
y KapTOHHiil Kopooui

(¢hopMa BUITYCKY, 103YBaHHS, BUA TAKYBAHHA NiKapchKoro 3acoby)
Homep peccrpauitinoro nocsizuenns UA/6789/02/01 crpox if peectpaniiiroro mocsinuenns 01.01.2099
Cepis nikapcskoro 3acoby Ne B2400143 KinbkicTs BBE3EHOTO JTikapchkoro 3acoby 55416

Burpo6HHK I-p Penni’c JlaGoparopic Jitg, @TO 11, Iunis

(HaliMenyRanHs BHPOGHHKA JiKapChKOTO 3ac06Y, KpaiHa MOXOKCHHS)

Baesero B Ykpainy ToBapucTBo 3 06MeKeHo010 BixnosigansuicTio "Jp. Pepni'c
JlaGoparopiz", inent. xox: 37560808

(HaitMenyBanHs Ta kof 3a EJIPTIOVY wopuanuroi ocobu abo npiseuue, iM's, 10 GaTeKOBi (iznuHOT
0coGHu - HianpHeMILd, i Micle IPOXKHBAHHS TA peecTpaiiiHui HoMep 0611iK0BOT KapTKH IIIATHHKA
nogarkis abo cepis Ta HOMep NIACIOPTa)

IpoToxou Bisyaasnoro kourposio sin 14.05.2024 Ne 1376/3.

3a pesyNbTaTAMH JIEpKABHOTO KOHTPONIO BCTAHOBIEHO, IO Jiikapchkuii 3aci6 BBeseno B Ykpainy 3

JOTPHUMAHHAM BuMOr 3aKOHOIABCTBA MO0 3a6e3neucHHs AKOCTI JIIKapChKUX 3ac00is.

Osapra UPHOBREIHL

Cirsdulning va upl

DSy




NEPJKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHN Y KHiBCHKIN OBJIACTI

nipos. Citmuanoi Hanii, 3, M.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BHCHOBOK
npo AKICTH BBe3eHOro B YKpainy JlikapchKoro 3acody

04.04.2024 Ne 9700/24/10

[ETPUH®

(HaliMeHYBaHH JIIKapCEKOro 3acoby 3Ti/IHO 3 peecTpauiiHIM TIOCBITUEHHAM)
TaGAeTKH, BKPUTI IIIIBKOBOIO 000J10HK010, 10 10 M1 110 10 TabsieTok y Gsticrepi; mo 3 Gaicrepu
y KapToHHili kopo6iri

(hopMa BHIYCKY, JO3YBAHHS, BH/I [IaKyBaHH JliKapchkoro 3acoby)
Howmep peectpauiitnoro mocsizgerns UA/6789/02/01 crpox aii peectpauiiinoro nocsipuenss 01.01.2099
Cepin nikapeskoro 3acoby Ne B2400143 KinbkicTs BBE3€HOTO TTikapchkoro 3acoby 216

Bupobuuk J-p Penni’c JlaGoparopic JIta, ®TO — 11, Iunis

(HaitMeHyBaHHS BUPOBHUKA JiKapChkoro 3aco6y, Kpaia NOXOKCHHA)

Bgesero B Ykpainy ToBapucTBo 3 obMexenoro Bixmoginanenicrio "Ap. Penai'c
JlaGopaTopis", inent. kox: 37560808

(HaitMeHyBaHHs Ta koA 3a €APIIOY ropuanyHoi ocobu abo npiseue, iM's, o GaThkosi GisnuHOT
0coBH - TipHeMIIA, T Micle IPOXHBAHHA T2 peecTpalifiHuit Homep 0611iKOBOT KApTKH IJIATHUKA
nozarkis abo cepid Ta HOMePp IHacIopTa)

Iporokoa Bisyansnoro xontpomio Bix 12.03.2024 Ne 0363/1.
JlaGoparopHuii aHasli3 AKOCTi JiKapckkoro 3acoly 3MiACHEHMIA:

JIaGoparopis papmaxoneitnoro ananizy JIIT "YkpalHChKHi HAayKOBHIi (papMaKoNeHHrH LEHTP
sAKOCTI TiKapchKHX 3ac06iB” (M. XapkiB, By, ACTpOHOMIYHA, 33)

(HaliMEHYBaHHS Ta Micle3HaxokeHHs Tabopatopii, o nposena naboparopHuii aHazis AKOCTI)

BIHCHOBOK HIOJO SKOCTI JiiKapchKoTo 3aco6y, BUaHHii TaGopaTopiero Bix 04.04.2024 Ne 252/26824

PesyibTaTi 1a60paTOPHOLO aHAI3y AKOCTI JiKapchKoro 3acoby 3a HepeBipeHUMH JIOKa3HUKAMH BiAMOBINAOTH
BHMOraM METOJiB KOHTPOIIO SKOCTI (aHaiTHIHO-HOPMAaTHBHOT JOKYMEHTaNli).

3a pesylsTaTaMM AEPXKABHOIO KOHTPOJNHO BCTAHOBJIEHO, IO sikapcekuii  3aci6 BBeseHo B YKpainy 3

HOTpHMaHHHM BUMOT 32KOHOIABCTEA 100 3a0e3MeueHHs AKOCT] NiKapChKHX 3ac00iB.

HE78 pp. PEAAIC
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CERTIFICATE OF QUALITY

f

CEPTUOIKAT AKOCTI

w&
f;m» fel

Dr.Reddy’

Page f

Froduct:
biisters
Tpoayier: HETPUH®, rabaerics, srpuvi HBROBOIO
nfononicom, 1o 16 my M30 (10x3) y Gaicrept

é §A§‘)¥€§ contains: Cetirizine Hydrochloride 10 myg
yadaenia MiCTHTL HETHPHINHY THADOXIOPHAY 10 rar

CRTRINE, fili conted tablets 10 mg M30 (10x3) io

Country of manufacturer: India

Kputua-pupobue: bt

ﬁm h / Cepis M 32400143

Batch Quantity / G0 ow maprils 116129 Packs /116129

YHAKOBOK

Anal ‘vfm Repm/ mm.ummnmsi 3BiT .}\ ?002 FP24000193

Date of Amh@m/JIaxa/xocruu,rcuum 29-01 ?024

Date of Bxpiry / Tepmin npraayuocti: 127 9076

U A'/mso/m/o:

valid till / Jitene po: unlimited / HeoGMesKer I

Ordor of MOH No: Nel570 from 08.12.2017 / Haxas MO3 Yiepaiun Ne1570 sin 08. 12.2017

Size and type of the package / Posmip Ta rHIT aKyBanas:

10 tablets in o blister; 3 blisters in 2 eardboard box labeling
in Ulkrainian language /

no 10 radaeror y Gaicrepi, o 3 Guicrepu 5 waprouuniii
Kopofitl 3 MAPKYBAIGINM YKPATHCRKOW MOBOIO

Mame, address and numbers of the licenses of manufacture and
quality control / Hallmenysanus, aapecs 1a nomep Jineusit
pupobuika Ta KOWTPome soerh:

Dr. Reddy's Laboratories Ltd., ¥TO - 1}

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Xe 63/RR/AP/I6/E/R

Ji-p Peani’c JlaGopavopic Jita, @10 ~ I, Jinsanan Ne 42p.

43, 4dp, 45p, 46p, 53, 54, 83, ¢. Bauywnani, bauypani Mawasn.
orcpyr Mexuan Mankaiiripi -500090, wrrat Teaaurana, Foypnise,
linewnsis Ne 63/RR/AP/IG/E/R

— Team

Ly

D. Latha / Quality control

Member Member

o

N Test / Teer Result / Pesvawrar Specification / Cuenpudiranis
1. Description / O White colored, round, biconvex film  |[White colored, round, biconvex film coated tablet with
coated tablet with a plain surface on one  |a plain surface on one side and a br cakline debossed on
side and a breakline debossed on the  |the other side / Ipyrni nsoonywii Tadnerion BKPUTE
other side / Kpyrai mpoorrykni TaGueriy,  [AAiBKOBOIO  00OMORKOIO Hioro  KoMLopy, 3
prputl nxinkoBoio ofonomken Sitoro PO ELMOBAALHOI CMYTOI0 3 OAHOTO GOy Ta rIafeHbE
KOMBOPY, 3 POSKIMIOBATLHOIO CMYrolo 3 3 iHuIOre Hoky
ooro GOKY Ta raleHbki 3 IHWOTO
fory
5 ldentification / InenrndikanisfComplies  as  prescribed  / The retention time of the peak due to Cetirizine
Binnosinae BUMOram Hydrochloride in the chromatogram of the sample
preparation  corresponds to that of the Standard
preparation under Assay / Hac yrpuMmyBanus rixy
GETHPUNHY  TIEPOXIOPHAY WA XpoMatorpami
BUNpOGOBYBAHOTG  pOBMMMY  BiENOBiZAE  Macy
VrpHMANES JIKY Ha  XPOMATOTpaMi CTARIEPTHOTO
DOZIHHY,
3. [Dimension / Posmipy
Diameter / liamemp 3,11 mm - 8,18 mm/ 3.2 mm £0.2 nun (8.00 mm — 8.40 mm) /
8.11 mm — 8.18 mm 2.2 mm 0.2 Mt (8.00 My — 8.40 nmm)
Thickness / Tosuguna 3.5 mm =0.2 mm (3.30 mm — 3.70 mm} /
3.51 mm -~ 3.58 mm / 2.5 MM h0.2 Mm (3.30 m - 3.70 M)
3.51 mm—3.58 MM
4. |Average weight / Cepeinst  [189.6 mg/ 189.6 mr 191 mg £3.0% (185.3 mg ~ 196.7 mg)} /
Maca 191 M1 £3.0% (185.3 mr — 19677 0r)
3. Itiardness / Teepuicrs FIZN/ 112 H Not less thami@fight / He Mmﬁ Yerar
;‘\”p‘;ﬂma & : %
AL HO
Remarks: The product confirms to above spemhcanom $
Tpumiria: Upoiyxr BiamoBiAae BresazHaveHil crermbixani
Tested by / Tecrysan: Document Checked by / Tepeuipus:p

A, Susmitha / Quality ¢

ontrol -~ Ted

Sign & Date / Himouc/Jlara: 30-01-2024

Sign & Date / ITinnmc/ara: 30-01-2024




CERTIFICATE OF QUALITY

CEPTU®DIKAT AKOCTI

Lrep2of/34

hlisters

Mpoayrr: BETPUH®, ratinerks, BKRpHTI IAIBKOBOIO
6000, o 10 Mr Ne30 (10x3) y baicrepi
1 tablet contains: Cetirizine Hydrachloride 10 mg

Kpatua-aupobuui: Tnuis

| yabaeTica MICTHTL DeTHpI3NY rispoxnopuay 10 mr
Bateh / Cepist Ne: B2400143

Bateh Quantity / Q6 enm napriiz 116129 Packs / 116129
VIAKOBOK

Date of Analysis / Jlata gocaipkenus: 29-01 ~2024

Analytical Report / Ananitusmti ssir Ne: 2002124000193
Date of Manufacture / lara pupotunuisa: 01/2024

Date of Expiry / Tepmin npuaaruocri: 12/2026

Registration certificate / Pecerpaniiine noceiaenus Ne:
UA/GT789/02/01

Valid till / Jigicye no: unlimited / neoGmenxenni

Order of MOH No: Ne1870 from 08.12.2017 / Haxas MO3 ¥ gpaim Ne1570 Bij 08.12.2017

Size and type of the package / Posmip vt T NAKYBAHHA

10 tablets in a blister; 3 blisters in a cardboard box laheling
in Ukrainian language /

o 10 Tabaerox y Gaicrepl, 1o 3 Snicrepn B kapronuii
Kopoli 3 MAPRYBANIAM YRPATHCLKOIN MOBOTO

quality control / Halimenypanus, agpeca ra somep sinensii
BHPOGIMKA TA KOWTPOIIO AKOCTI:

Name, address and nambers of the Heenses of manufacture and

Dr. Reddy's Laboratories Ltd., FTO - I

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500099, Telangana State, India, No 63/RR/AP/O6/TIR

i-p Penni’e JlaGoparopic Jlra, GOTO - N, Hinnunus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. BauynaJgi, baaynani Mawnad,
orpyr Meauan Mankaiiripi -500090, wrray Tenanrana, Tnis,
Tinensin Ne 63/RR/AP/O6/FIR

6. [Water / Bmict BOJOTH 2.5% Not more than 6.0% w/w / He Sinuie 6.0%
7. Disintegration Time / 06 minutes 58 seconds / Not more than 30 minutes / He Ginsrie 30 xpuamn
Posasanys 06 xB. 38 cex.
8. |Uniformity of Weight / Complies / Binmopinae When 20 tablets are weighed not more than two of the
ORHOPIIRICTL MACH individual weights deviate from the average weight by
mere than £7.5% and no tablet should deviate by more
than 415.0% 7 Tipy ssacysasni 20 raGretok, e
Ginpie 2-x  ralueror Momcy s plapiauarics sin
Copeanol sacn Blinie min g L7.5% 1Ko 1
FaGAETOR. HE FOBITIHL BLAPEHBITHCH MATQID DILITE
i o E15%
9. Uniformity of dosage units / 2.9 Aceeptarice value AV £15.0 / HpuiiManbHe aieno AV
(O NHOPIAHICTH A030BANKX 150
OTHHLE
10, [Dissolution / PosumsnicTs 98%, 99%, 100%, 98%, 98%, 97% Mot less than 80% (O3 of labeled amount of Celirizine
(Calculated as / B Fydrochloride is dissolved in 30 minutes / He mene
pepepaxyyvry Ha S0% (Q) Sin aamuaeHOT REIDROTT POTIHHECILeN HE
(2 Hys CIN, O3 2HCH ppotast 30 xgann

Remarks: The product confirms to above specifications
Mpmmirka: [ponyxr slanoninae priiesaspauenii coenndirauil

Tested by / Tecrynas:
3. Latha / Quality control — Team

Member Member

Fw%gw J0

Document Checked by / Tlepeniphs:
A, Susmitha / Quality control - Ted)

Sine and Position /
st g ra VNocana:

Dualify Assurance -
.

Sign & Date / Tlinmc/[Tara: 30-01-2024

Sign & Date / Minnue/Rara: 30-01-2024




CERTIFICATE OF QUALITY

CEPTUOIKAT AKOCTI

Dr.Reddy's

Moo / g, 3¢

Praduct: CETRINE, film coated tablets 10 mg N30 (10x3) in
blisters

Mpoyier: TITPHH®, vatnerii, srpuTti nalzKoBoIO
oGosoniote, no 10 wmr J}e30 (10x3) y Guicvepi

I tablet contains: Cetivizine Hydrochloride 10 myg

{ rabaeria MicTirTs HeTusiny riapoxaopuny 10 My

Country of manufacturer: India
Kpnina-papotun bl

Bateh / Cepin Ho: B2400143

Analytical Report / Anasivwannil spiv Mo 20021 P24000193

VIO BOK
1-2024

Date of Analysis / Hara noeaierenus: 29-01-

Date of Manufacture / data supobauvea: 01/2024

Date of Expiry / Tepmin apuparuoctic 12/2026

Registration certificate / Peccrpaniitie nocsinaenus Ne
UA/GT89/02/01

Valid till / Aificne no: unlimited / ncobmemen i

Order of MOM No: Ne1570 from 08.12.2017 / Haxas MO3 Yxpaiun Nel1570 gin 8,12,2017

Size and type of the package / Poamip 1a Tui gaxysanna:

10 tablets in a blister; 3 blisters in a cardboard box labeling
in Ulirainian language /

no 10 Tabaeror y Gnicrepi, no 3 Gaicrepu B kaprouuii
Kopolind 3 MAPKYBAHHIM YKPATHCLKOI0 MOB0I0

Name, address and numbers of the licenses of manufacture and
quality control / Haitvenysauns, agpeca ta nomMep sipensil
BHPOGIIIA T8 KOWTPOSIO SROCTL

Dr. Reddy's Laboratories Ltd,, FTO - H

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500000, Telangana State, India, Ne GI/RR/IAP/O6/EIR

A-p Pepni’e JlaGoparopic Jira, ®TO ~ 1, Hinpnuis Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83, ¢. Bauynani, Bauynani Mawian,
oxpyr Meauan Manxaiiripi -800090, mrat Tenanrans, baain,
Ulinensin Ne 63/RR/AP/IG/E/R

impurities / Homiumcn
4} each known impurity
KOWCHA BlaoMa JoMiKa

IMP-B: 0.02%

IMP-E: 0.04%

(JIKB = 0.041%)
) highest unknown impurity
¢/ paitBinbwa  HeBiBOME
HoMIinIKa

0.08%

0.3%

c) total impurities /
HOMITIOK

cyma

IMP-A: Not detected / ne BH3HAYCHA

IMP-C: Not detected / He BU3HaveHa
IMP-D: Not detected / ve BusHAMEHA

IMP-F: Less than LOQ (LOQ =
Humae niMita KiNLKICHOPO BHIHAYEHHS

ot move than 0.2% / ne Sinsue 0.2%

0.041 %) /

ol more than 0.2% / He Binpine 0.2%

Lot more than 2.0% / ne Ginpuie 2.0%

Assay Cetirizine 9.81 mg / 9.81 mr
Hydrochloride (Calenlated as
CyHzsCIN, O3 2HCD /
Kigsxicne BH3HAYEHHSA
HCTHPIIMHY Tlapoxaopuiy (8
fepepaxyHKy Ha
ConHasCINGO3 2HCT

from 9.50 mg/tab to 10.50 mg/tab / nin 9.5 mr/rad 1o
10,50 mr/rab

Remarks: The product confirms to above specifications
[ipamirica: [pogykT signosigac prueaasnadenii cneundikanii

Tested by / Tecrypan: Document Checked by /
. Latha / Quality contro} ~ Team
Member i) ‘

Membor

A. Susmitha / Quality control - Tedg

- E . ‘ﬂ ..... ?‘”‘5 A
W ?’\' e PiEMne and Position /
3 s
tesisenget v 1a Hocast:
5 (;)yalii}p;’\ssm‘zmcu .
7 A

Vlepenipin:

o

Sign & Date / Tlianue/[lara: 30-01-2024

Sign & Date / innue/flara: 30-0 1-2024




CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

Product: CE
Blgters Kpafga-nupofm: Tuain
Fipoayier: BETPHH®, vataercn, peputi FLABROBOI
ofongnrew, 1o 10 me Me30 (103} y Gaicrepl

{ iablet containg: Cetirizine Hydrochloride 16 mg

1 rabaerica miCTHTE HETHpE3HHY CIPOXIOPUAY 10 mr

Rateh / Cepin Ne: B2400143 Batch Quantity / O6%em naprii: 116129 Packs /116129
YIAKOBOK

Analvtical Report / Apanirraunii anit No; 2002FP24000] 93 Date of Analysis / Jlara poeaipxenns: 29-01-2024

Diate of Manufacture / JQava supoGmmnrrsa: 01/2024 Date of Expiry / Tepmin opunarnoeri: 1212026

Registration certificate / Peccrpaniiine nocninuenns Nu: valid till / Hificne xo: unlimited / neotmenenyii

UA/6T89/02/01

Order of MOH No: Ne1570 from 08.12.2017 / Naxkas MO3 Ypainu Nel570 sin 08.12.2017

Size und type of the package / Posmip ra 1rn naRysanus: (0 tabiles in a bhister; 3 blisters in a cardbozed box labeling

i Ukrainian Janguage/

10 10 radaeror v Guderepi, no 3 Gnicrepi B Kapronuif
ROPOOILE 3 MADKYBARNAM YRPATHCHKOI0 810800

Name, address and numbers of the licenses of manufacture and [Dr. Reddy's Labosratories Lid, FTO - i

quality control/ Halimenysanus, aapeca ta nomep ninensii Survey Mo, 42p, 43, ddp, 43p, 46p, S35 84 & 83, Bachupuily
BUPOOHUKE T8 KOHTPOAIO SKOCT Village, Bachupally Mandal, Medehal Malkajgivi District -

500090, Telangana State, Indin, Ne 63/RR/APG/FIR

J-p Peagi’e Jadoparopic Jrra, 1O - b Aiansans N 420
43, 44p, 45, 46p, 53, 54, B3, ¢ Basyrani, Baaysaai Mo,
oxcpys Mejiman Maaraiivipi SEQO090, prray Teamprana, Dupis,
U irensisn Mo 63/ RR/APAG/E/R

13, Microbiological  purity
MikpoGionoriuna HucToTa
Total Aerobic  Microbiallless than 10 CFU/g / Meume nix 10 |Not more than 500 CFU/g / He Gisbuie 500 KYQ/r
Count (TAMC) / 3aransualKYO/r

KILKICT aepobupx
wikpoopranismis (TAMC)  |Less than 10 CFU/g / Menme Hix 10
Total Yeast and Mold CountiKYO/r Not more than 50 CFU/g / He Ginsuse 50 KYO/r

(TYMC)/ 3aransna KigbKicTs
ApUKIDIOBAX 1 NAICHABKX
rpubis (TYMC)

Lscherichia coll Absent in | g/ Bigeyruis Ir Absent in | g/ Bineyruis I

Declaration of certification: “1 hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country or
product specification fite for Investigational Medicinal Products. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP.”

Jecaapanist npo ceprudixanito: “LlnmM 3acBiNuyI0, MO BHUCBRKIAICHA inpopmantis enpamxss i toqua, L cepin npojyKTy Ovaa
BUFOTODNEN, BIUHOMAIONN YITAKOBKY/MAPKYBAHES T4 TEPeRipKy nKoCTi Ha BIE SrafaHoMy caitTi (ax) y nosuilt pinnosianocti 3
pusorami GMP Micueporo Perynaropsol oprauy i BIANOBIAKO 10 cnewugixatil, mo MICTATLCS B PEECTPBIEIHOMY A0Che / TOProBil
sivensil kpainn-iMnoprepa a6o y nocke criennhikauii npoayKry pocaimrysasny aikapeskix sacobis. Hokymenrs no obpobul,
yrakosi ra ananizy Oyau nepernsHyTi Ta BCTaHOBNEHO Bianosinnicts GMP.”

Remarks: The product confirms to above specifications
Ipumiria: [ponyir sinnosinae puezasHaueniil crenpdikauii

Tested by / Tecrypan: Document Checked by / Tlepenipust e and Position /

£, Latha / Quality control — Team A, Susmitha £ Quality contral - Me ra Hocaun

Member 10 7o Member o (;E;u ity Assirance -
- e

Sign & Date / [Tignue/Jara: 30-01-2024 Sign & Date / Tlignue/ Mara: 30-01-2024 |Sigh




