AEPKABHA CJIYVKBA 3 TIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIV OBJIACTI

npos. Ceitnuanoi Haxi, 3, m.Kuis, 02099, rex/paxc: {044) 363-06-50
E-mail: dls. ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
Npo SAKICTH BBE3EHOT0 B YKpaiHy JiKapchKoro 3acoly

28.08.2023 Ne 38676/23/10

IETPUH®

(HatiMenyBaHHA Tikapchkoro 3aco0y 3riHo 3 peecTpamifnmm IIOCBIqYCHHAM)
Ta0JIeTKH, BKPUTI ILTIBKOBOIO 060s10HK010, 10 10 Mr mo 10 TadaeTox y 0icrepi; mo 2 Gaicrepn
Y KapTOHHIH Kopo6ui

(dopma Bumycky, mo3yBanus, BHI TaKyBaHHJ JIIKAPCEKOTro 3acoby)
Homep peectpaniitioro nocsinuenns UA/6789/02/01 crpox nii peecTpaniiinoro nocsiguenss 01.01.2099
Cepia nikapeskoro saco6y Ne B2302017 Kinskicts Beesenoro nikapeskoro sacosy 40050

Bupobuuxk H-p Peni’c JTaGoparopic JItn, ®TO — 11, Innis

(naliMenyBanHs BUpOGHHKA TiKapCEKOTo 3acoby, Kpaina TIOXO/KEHH)

Beeseno B Vipainy ToBapucreo 3 06meskenoro BianorinanpHicTIo "Ip. Peani'c
JlaGoparopiz", ixenrt. xox: 37560808

(HaliMenyBaunsa ta kog 3a €JIPIIOY IOPHYHOT 0co6H afo npisBHIie, iM', 0 GATEKOBI (hizuyHoOL
ocobu - mianpuemu, ii Micue NpoxHBaKHT Ta peecTpaLiinuii HoMep 06TiKOBOT KAPTKH ITaTHUKA
HopaTkie abo cepif Ta HoMep macopra)

IpoTokoen Bisyansuoro xowrpomo six 08.08.2023 Ne 2437/1.

Jlaboparopuuit ananis axocri tikapeskoro 3aco0y 3ailicHenuit:

ALl "Hentpansha naGopatopis 3 AHAII3Y AKOCTI JIKAPCBKUX 3aCOBIE | MeauUHOT npoaykmii"
(M.Kuis, Byn. Kynpsiecska 10r M.Kuig, Byn. Kynpssceka 8B Kuisceka obuacts, ¢. Hogi IlerpiBri,
Byn. Isana ®panka, 19)

(maiimenyBanus Ta MicuesHaxoTieHES naboparopii, wo nporena naopatopruii ananis akocri)

Bucrogok mozo sxocTi ikapeskoro 3acoby, sunanuit mabopatopieto Bix 23.08.202 /W

Pesyneratn na6oparoproro aHAIl3y AKOCTI TKapcLKOTO 3aco6y 3a HeperipeHuMH Ngia
BHMOTaM METOJIIB KOHTPOIIO SKOCTI (ananiruyHo-HOpMaTHBHOI JOKyMeHTaii).
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CERTIFICATE OF QUALITY

CEPTUDIKAT AKOCTI

Dr.Reddy’s Qi"*

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

Hpoaykr: HETPHH®E, Tabnerku, apyuTi nriskosow
vonoukon, no 10 mr Ne20 (19x2) y Saicrepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

| tabnerea mictuTy UCTHPMIUHY Tigpoxaopuay 10 mr

Country of manufacturer: India
Kpaiua-srpobuuk: Inzia

Batch / Cepin Ne: B2302017

Bateh Quantity 7 06’em paprii: 171115 Packs /
171115 ynakosok

Analytical Report / Ananituyusui ssit No: 2002F P23001503

Date of Analysis / HaTta socriamen s 08-07-2023

Date of Manufacture / Qara BHpoSHuIrBa: 06/2023

Date of Expiry / Tepmin npugatrocri: 05/2026

Registration certificate / Peccrpaniitiue nocaixuenns No:
UA/6789/02/01

Valid till / Aiicne ao: unlimited { neoBmenen yrii

Order of MOH No: N 1570 from 08.12.2017 / Hakas MO3 Yrp

i Ne1570 Big 08.12.2017

Size and type of the package / Po3mip ta Tan nakysanun:

10 tablets in a blister; 2 blisters in a cardboard hoyx
in Ukrainian language /

no 10 rabaerox y Gaicrepi, no 2 Gricrepy B waprouniii
KOPOGHI 3 MAPKYBAHHAM YKDATHCLKOIO MOBOY0

labeling

Name, address and numbers of the licenses of manufacture and
quality control / HaiimenyBaunn, aapeca ra HoMmep Jtiuensii
BHPODHUKA 12 KOHTPOAI SKOCT:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500098, Telangana State, India, Ne 63/RR/AP/96/FIR

U1-p Peani’c JlaGoparopie Jity, OTO 1L Aistbunus Ne 42)y
<3, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynauai, banynani Maiga)
ORpyr Meguan Maurcaiiripi - 500090, wrar Teaanraua, lngiu,

UIknewsin Ne 63/RR/AP/O6/F/R

Test/ Tecr

Result / Peavarrar

Specification / Caeundvircanin

I, |Description / Onue

White colored, round, biconvex film coated
lablet with a plain surface on one side and a
breakline debossed on the other side /
Kpyrmi  msoonysi TabneTicn,  BRpHTI

n1iskoBo 06010HKA0 Binoro konsopy, 3

PO3AINIOBATLHOW CM YTOH 3 0JHOr0 GOKY Ta
MaAgHbKi 3 iHuoro Goky

White colored, round, biconvex film coated tablet
with a plain surface on one side and a breakline
debossed on the other side / Kpyrai asoonywni
rabae Tk, BRPUTI MNiBKOROIO 0BON0HKOID Binore
KOJILOPY, 3 PO3NIMIOBATLHOIO CMYIOW 3 0ZHORG
OoKY Ta ragenpki 3 iHworo Goxy

2. lidentification / Lgertndikaliin

Complies prescribed / Bianosizae
BUMOTaM

as

The retention time of the peak due to Cetirizine
Hydrochloride in the chromatogram of the samplg
preparation corresponds to that of the Standard
preparation under Assay / Yac YTPHMYBAHHA NiKy
UCTUPH3HHY riApoXfaopuly #a XpoMaTorpami
BUNPOBOBYBaHOTO  posumMHy  sinnosizac yacy
Y TRUMAHA iKY Ha XpoMaTorpami CTaHIAPTHOMD
PO3HHHY.

3. |Dimension / Posmipn
Diameter / Tiaviemp

Thickness / Tosuguna

4. {Average weight / Cepenna maca

8.2 mm +0.2 mm (8,00 mm — .40 mm) /
8.2 MM +0.2 MM (8.00 mm — 8.40 MM)

3.5 mm +£0.2 mm (3.30 mm - 3.70 mm} /
3.5 mm 40.2 mm (3.30 mm 3.7¢ mm)

191 mg +3.0% (185.3 mg-196.7 mg) /
191 mr+3.0% (185.3 Mr— 196.7 M)

5, [Hardness / Teepaiers
6. {Water / BumicT Bonomi

Not fess than 25 N / He meriie 25 H

7. IDisintegration Time /
Posnasanns

Remarks: The product confirms to above specifications
Mpumiviea: Mpoaykr signosizae BHELe3a3 baveH il cirenudyiiauii

I'ested by / Tectyras:
(3. Latha / Quality control - Teap
Member t

Document Checked by / Tepesipus: §
N.V. Krishna / Quality control — Sr. T

Member Xb

Not marethan 6.0 % wiw /i Ginnwe 6.0,
B Ren R w R ifé{z;ﬂc Menwe 30 XBrinn

4§

ame and Position /
Im’s 1a INocaaa:

_. Y / Quality Assurance —
RS M(L a_@
A

Sign & Date / Tlianuc/Hara; 10-07-2023

Sign & Date / Minnuc/Nara: 10-07-2023

e Date / TTinmac/Fara: 10-07-2023

/
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CERTIFICATE OF QUALITY
CEPTUDIKAT AKOCTI

®e
__ Dr.Reddy’s Q;‘

Page /7 Crop.2 of /54

P'roduet: CETRINE, film coated tablets 1
blisters

Npoaywr: BETPHH®, TabaerkH, BKPHTI ITNiBKORBOIO
ofoaonkeio, o 10 Mr Ne20 (10x2) y Saicrepi

U tablet contains: Cetivizine Hydrochloride 10 mg

I Tataerra micrue BeTnpuy ciapaxaopiay 10 mr

0 mg Ne20 (10x2} in

Country of manufacturer: India
Kpaina-supoSumic: Ingin

Batch / Cepis No: B2302017

Batch Quantity / O6%em napriv: 171115 Packs /
171115 ynawonok

Analytical Report / Anagirunaimnii spir No: 2002FP23001595

Date of Analysis / ava pocaigacnnn: 08-07-2023

Dale of Manufacture / lvra supoduniiiea: 06/2023

Date of Expiry / Tepmin spunarnioct i: 052026

Registration certificate / Pecerpauiitse nocsinuenns No:
UA/6789/02/01

Valid till / Titicue go: unlimited / HeOBMemer i ji

Order of MOH No: Nal570 from 08.12.2017 / Hakaz MO3 Yip

uinn Nel1870 sin 08,12.2017

Size and type of the package / Posmip Ta tun nacyeauns:

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /
110 10 Tabaerox y Gnierepi, no 2 Baicrepn 8 KaproHuiii

KOPOGHI 3 MAPKYRAHHAM YKPATHELKOI0 MOBOIO

Name, address and numbers of the licenses of manufacture and
quality cantrol / HaitmeuyBaung, AIpECa TA HOMep Jineuzii
BUPGGRHKA TA KOKTPONIO RKOCTI:

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

Survey No. 42p, 43, 44p, 43p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500094, Telangana State, India, Ne 63/RR/AP/96/F/R

A-p Penai’e laGopatopic JIta, ©TO - H, Jiacanua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. bavynani, Bauynami Masr,
OKpyr Mepuan Mankaiiripi - 500090, mrar Teaaurana, lugia,
linensin Noe 63/RR/AP/96/F/R

8. [Uniformity of Weight / Compiies / Binnosinac When 20 tablets are welghed not more than twe
Cuuopinmicrs Macn ol the individual weights deviate from the average
weight by more than +7.5% and no tablet should
deviate by more than £15.0% / Hpn snmcyranni
20 ratneror, e Gimue 2-x TAGICTOR MOSKYTL
BIAPISHATICR Bil copenibot mach Sianwe uix uy
£7.5% 1A womn 3 TaGreTok e BOBHIHE
BLUPEHATICE MAcoio Ginbtue i na &1 5%
9. |[Uniformity of dosage units / 4.3 Acceptance value AV <| 5.0/ MpuiiMansie vieng
Oanopianicts a030BaHMX AV <15.0
OOHHM B
10, |Dissolution / Posuunnicrs 88%, 98%, 97%, 100%, 97%, 99% Nol ess than 809 () ol labeled amount of
{(Calculated as / g epepaxy KKy Cetirizine Ilydrochloride s dissolved in 30
Ha C|3H25C1N203'2HC1) minutes / He sueme 80% (() Bia #msuncHol
L KHILEOCT DOIMMIBEThEA N nporati 30 Xpithn |

Remarks: The product confirms to above specifications
Hpasivica: Nponyir sinnosigge Bk saaenii cneumdikanii

Tested by / Tectysas:
D. Latha / Quality control — Team

Member L&,‘

Mamber

%

Document Checked by / [leperipun:
N.V. Krishna / Quality control — Sr.Tg6

Sign & Date / [Mignuc/Iara; 10-07-2023

Sign & Date / Iiamuc/Mata: 10-07-2023




CERTIFICATE OF QUALITY

CEPTU®IKAT AKOCTI

®e
Dr.Reddy’s ‘}‘

Page / Cro

wl;roduct: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters

ﬂpoaym': HETPHH®, tadnerky, BKPHTI OniBkoBoin
000106K010, 10 10 Mr Ne20 (10x2) y Gaicrepi

! tablet contains: Cetirizine Hydrochloride 10 mg

{ raGaerka micTaTs HETHPUIAHY ciapoxacpuay 10 mr

Country of manufacturer: India
Kpafna-gupodnur: Ingin

Bateh / Cepin No: B2302017

171115 ynakosox

Batch Quantity / O6’em naprir: 171115 Packs / T

_______ . 30f/34

Analytical Report / Ananivuunmii ssit Nes 2002FP23001595

Date of Analysis / Tara nocainsxents: 08-07-

2023

Date of Manufacture / [iara BipoOHMuTBa: 06/2023

Date of Expiry / Tepmin npraatrocri; 05/2006

Registration certificate / Peccrpauitine nocsiguenms Ne:
UA/6789/02/01

Valid till / Jisicne qo: unlimited / HEOOMEKCH 1 i

Order of MOH No: Ne1570 from 08.12.2017 { Haxas MO3 ¥Ykp

alan NelS70 Bin 08.12.2017

Size and type of the package / Posmip ta Tun MAKYBAHHS:

in Ukrainian language /

10 tablets in a blister; 2 blisters in a cardboard box labeling

no 10 Tabaerok y Gaicrepi, no 2 Gaicrepn B kaprowmii
KOPOGIL 3 MADKYBAHHAM yKPATHCL KO MOBOIO

Name, address and numbers of the licenses of manufacture and
quality control / HaitvenyBanns, anpeca ta Homep ninensiy
BHPOOHIKS Ta KOHTPOTIO AKOCTH:

. Reddy's Laboratories Ltd., FTO - 11
Survey No. 42p, 43, 44p, 45p, 46p,
Village, Bachupally
500090, Tetangana State,
UI-p Peani’c JIaGoparopic Jita, ®TO

43, 44p, 45p, 46p, 33, 54, 83 ¢. Bauynani,

LTiwensin Nv 63/RR/AP/96/F/R

53, 54 & 83, Bachupally
Mandal, Medehal Malkajgiri District -
India, Ne 63/RR/AP/96/F/R

~ 1L, Hinbuwost No 42p,
bawynani Maugan,
oKpyr Meauan Mankaiiripi - 500090, wrar Tenan rawa, [uxis,

- |'mpurities / Jomiwiks

a) each known impurity / Ko ua;
Rizoma xomiurka

b) highest unknown impurity /
Rraltbinewa sinoma nomiwka

IMP-A: Less than

(J1B = 0.005%)

Limit of Detection
(LOD=0.005%) / Hinkue nimita sH3Havenns

1) Not moare than 0.2% / He Ginpuse 0.29

) Not more than 0.2% / ue 6insie 0.2%

IMP-B: Not detected / e suznaycua

c} total  impurities  / cymal IMP-C: Not detected / ne mushauens
IHoMittoK IMP-DD: Not detected / ue susnauena ) Not more than 2.0% / ue Ginvwe 2.0%
IMP-E: 0.03%
IMP-F: Not detected / ve susnasena
0.06%
0.2%

12. |Assay Cetirizine Hydrochloride| 9.78 mg / 9.78 mr from 9.50 mg/tab to 10.50 mg/tab during release 4
(Calcutated as B 9.5 mr/rad mo 1050 mMr/ta6 wa MOMel
C12H2sCINZO3-2HC) / Kistskicnel ﬁi:*‘* = BUTTYCKY
BH3HAUCHHA UETHPH3HHY (g HOPM; r(;"‘f:,. fram 9.0 mg/tab to 11.0 mg/tab during shelf Life
rizpoxacpuny (8 nepepaxymxy . 0%6 Bi2 9.0 mr/ral no 11,0 Mr/Tab Ha ApoTs3i Tepminy
Ha CixH2sCiN2O32HCI) S w10’ s " sOepirakas

I 3
§O PO A TS
3 m‘?&\ﬂ“‘w‘a% “T
o oa
"":" Tg rone /
“'0433-0’_' : / 7
°T rpaisa —-,Lé -
o BeREHO G £ P
Remarks: The product confirms to above specifications £ W@ PUED
Ipusirea: Dponyer ilanosigac e e il crreldi caudi § e TV} i
Tested by / Tectypas: Document Checked by / Iepesipus: E ’g‘o B AfOnIs :I?' me and Position /
D. Latha / Quality control — Team N.V. Krishna / Quality control — Sr. T4 e &5 [M'a a Ilocana:
Member Member %"’% ayeh \‘:" / Quality Assurance -
kg#’ )éy L5907 S 7+
¥ Ko “*q
Sign & Date / Ttinnnc/Tata: 10-07-2023 Sign & Date / Minnuc/Mara: 10-07-2023 Sig ¢/ Hinnuc/Hara: 10-07-2023
_—




®o CERTIFICATE OF QUAL:TY
; 1 L] CEPTUDIKAT SIKOCT
» Dr. Reddy S ‘,O ® . Page / Crop. d of /3 4

[Pr.oduct: CETRINE, film coated tablets 10 mg Ne20 (10x2) in Country of manufacturer: India
biisters Kpaina-supotusti: lugis
Mpoayxr: UETPUH®, tabaersn, HBRPUTE (LTIRKOROIO
nGostoHKkes0, 10 10 Mr No20 {10x2) y Gaicrepi

I tablet contains: Cetirizine Hydrochloride 10 mg

I rabnerka mictirs HETHPHIHHY rinpoxaopaay 10 mr
Batch / Cepiu No: B2302017 Batch Quantity / O6°em naprii: 171115 Packs /
171115 ynaxoBok

&a]ytiea! Report / Avaniruuunii sajr Ne: 2002FP2300]595 Date of Analysis / Jata socainwenna: 08-07-2023

Date of Manufacture / Aata BupotanuTea: 06/2023 Date of Expiry / Tepmin npuaarnocri: 052026 ]
Registration certificate / Pecerpaniitiie noesizuennn No: Valid till / diitcne no: unlimited / neodmemesing
UA/6789/02/01

Order of MOH No: Ne1570 from 08.12.2017 / Haxas MO3 Yrpainu Nel1570 iz 08.12.2017

Size and type of the package / Posmip a Tun NAKYBAHHA: 10 tablets in a blister; 2 blisters in a cardboa td box Iabeling

in Ukrainian language /

no k0 ratmerox y Gaicrepi, no 2 BaicTepn B kaprouuiii
KOpOOui 3 MADKYBAHHAM YKPATHCL KOO MOBOID

Name, address and numbers of the licenses of manufacture and {Dr- Reddy's Laboratories Ltd., FTQ - [

quality control / Haitmenysanus, agpeca Ta Homep Aiuensiy Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupalily
BUPOGHIKS TA KOHTPOMIO TKOCTL: Village, Bachupally Mandal, Medchal Malkajgiri District
300090, Telangana State, India, No 63/RR/AP/IS/FIR

T-p Peuai’e Jadoparopic Jra, OTO - I, dissnuns No 42p,
43, 44p, 45p, 46p, 53, 54, §3 ¢. bBaaynani, Bauynani Mangan,
oKpyr Meauan Mankaiiripi - 500090, mrrar Tenanraua, lugia,

Ulinensis Ne 63/RR/AP/96/F/R ]

13, Microbiological purity

MikpoGionoriuma sucrora

Total Aerobic Microbial Couni|less than 10 CFU/g / MNol more than 500 CFU/g / He Glbize SO0

(TAMC) / 3aranbia kinukicts{Menwe Hiz 10 KVO/r KyYQn

aepobiux MIKpOOpranismis

(TAMC) Less than 10 CFU/g /

Total Yeast and Mold CountMenwe v 10 KYO/r Not more than 50 CFU/g / He Gibwe 50 Ky O/

TYMC) / Zaranpua kinsxicrs

AP DIJBKOBMX | AamicHABHX rpudis,

TYMC) Absentin | g/ Biscyrnis Ir

Escherichia coli Absent in 1 o/ Biscyrnie Ir

Declaration of certification: “| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeliing 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 : rting country or
product specification file for Investigational Medicinal Products. The batch processing, packaging an Wredor re reviewed
and found to be in compliance with GMP.» QOEN r51s)
HAexnapauin apo ceprugikauino: “Lum 3ACRIAUYIO, WO BUILEBHKIANCHA inopmauin cnpasxusflso ey 51N Ty Oyna
BUTOTOBACH, BEMOUAIOYH YNaKoBKY/MapkysaHus Ta Oepesipky akocTi Ha suue 3rajaHoMmy ¢ ! . HOCT] 3
BUMOramy GMP micuesoro Peryasropioi opraMy i BianosigHo ao cneitirauii, wo MicrsTnes ® Bbprosii
nitensii kpditd-imnopTepa abo v nocse cneusdixanii NPOAYRTY ANA BOCILANYBAHUX NiKApCLIcH £ ffopobu,
YNAKOBUI Ta ananizy Gyuu MEPErNANY Ti T2 BCTAHOBNCHO BiANOBIAHICT: GMP.” 20 L 0.6'
¢\
'ﬁﬁi )
]
e :&sz;fg}fug’e‘ 47& /*‘;;é/
I'Remarks: The product confirms to above specifications @ |uﬁ§ QYED
Npumirka: MpoaykT sinnoringe pulesasnaten crieumtyianit F o OB ool
Tested by / Tectysag: Bocument Checked by / [epesipua; g:‘a‘o HpAtoRIB & TRme and Position /
D. Latha / Quality control — Team N.V. Krishna / Quality control — Se. TS ek 22 S el v Nocam
Member g Member O wﬁ%ﬁﬂ@&@ﬂ) a8/ Quality Assurance -
L < . ™ Y T
% 03‘ ks :3}&\&\ M«%g
Hoppg wh
Sign & Date / IMinnue/flata: 10-07-2023 Sign & Date / Minnuc/Mata: 10-07-2023 SIQIE e / Nianue/Lata: 10-07-2023




AEPKABHA CJIVKBA 3 JIKAPCBKHX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHAKAMM Y KMIBCBKIN OBJIACTI

npos. Ceitmuynoi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
NPO AKICTH BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acody
31.10.2023 Ne 53635/23/1011
NETPUH®

(maiimMenyBaHHs Nikapcpkoro 3acoGy 3TiAHO 3 peecTpaliREM TIOCBIAUEHHAM)
TabJeTKH, BKPHTI IIIBKOB0OIO 060J0HKOI0, 1o 10 Mr mo 10 Tabierok y buricrepi; mo 2 6aicrepn
Y KApTOHHIH Kopo6ui
(popma BumycKy, Zosysanus, BHI IAKYBaHEHR NiKAPCEKOTO 3ac06)

Homep peectpaniitnoro nocsiguenns UA/6789/02/01 crpok aii peectpaniiinoro nocsiguenns 01.01.2099
Cepis nikapcskoro sacoby Ne 32302556 KinexicTe BBe3eHOrO Jikapchkoro 3acoby 124550

BupoGHuk _J-p Peani’c Jlaboparopic JIta, ®TO — 11, Iamis

(naiivenysanna BupobHuKa TiKapcbKOro 3acoby, KpaiHa MOXOMKeEHHS)

Beeseno B Yipainy ToBapucTBo 3 00MexeH010 BiTnOBinaNEHicTIO "p. Penni'c

JlaGoparopis", inent. xon: 37560808

(Haiimenysanns Ta ko 3a EJJPIIOY ropHmaH0i 0c06H aG0 NPI3BMILE, IM'A, 110 GATHKOBL (izruHOl
ocobu - nignpuemuy, i Miclie NPOKHBAHHA Ta peecTpaniitimii HoMep 06MiK0OBOI KAPTKH INATHHKA
Io/aTKiB abo cepis Ta HoMep macmopTa)

Iporokon BizyanbHoroe wontpomo six 25.10.2023 N 3445/1,

3a  pesynpTaraMH JEPXKABHOrO KOHTPONK) BCTAHOBIEHO, IO mikapcekuit 3acib Bmeseno B Vipainy 3

AOTPUMAHHAM BuMOr 3aKOHOZABCTBA NIOM0 326e3MeTeHHs AKOCTI JIKapChKHX 3ac0biB.

Biranist FBOHIAPEHKO

TH0) (ninnuc)\ (iniuiany Ta Npi3BHILE)
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" S CERTIFICATE OF QUALITY
Dr.Reddy’s Q;ﬁ CEPTUGIKAT SIKOCTI

Page / Crop. 1 0f/3 4

[Product: CETRINE, film coated tablets 10 mg o20 (10x2) in
blisters

MNponyr: LETPUH®, tabnerku, Bkpuri naisxopoio
ofiosonkoio, no 10 mr No20 (10x2) y Gaictepi

I tablet contains: Cetirizine Hydrochloride 10 mg

! TaGierxa MicTHTE UeTHpIIINY rigpoxaepnay. 10 mr

Country of manufacturer: [ndia
Kpatna-nupobunk: Innin

Batch / Cepia Na: B2302550

Batch Quantity / O6’cv naprii: 174075 Packs /
174075 ynrakoBox

Analytical Report / Ananiveaumii asir No: 2002F P23001047

Date of Analysis / Hara gocriaxenun: 19-08-2023

Date of Manufacture / Jlata supobunurea: 07/2023

Date of Expiry / Tepmin npuaatnocri: 062026

Registration certificate / PeccTpauifine nocrinuenns Ne:
UA/6789/02/01

Valid till / Titcne ao: unlimited / neobmemennii

Order of MOH No: Nel570 from 08.12.2017 / Hakas MO3 Y!cpﬁl’nn Ne1570 sig 08.12.2017

Size and type of the package / Posmip Ta Tun nakysanus:

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /

no 10 TaSnetok y 6aictepi, no 2 Gaicrepu B KaprouHii
KOpoGIL 3 MADKYBAHHAM YIPATHCLKOK MOBOIY

Name, address and numbers of the licenses of manufacture and
quality control / HaiimenyBanus, anpeca Ta HoMep Jinensii
BHPOGHHKA Ta KOHTPONN AKOCTI;

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
506098, Telangana State, India, Ne 63/RR/AP/96/F/R

I-p Penni’c JIaGopatopic JIta, ®TO — 11, dinsuua Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynani, Bauynani Manaan,
orepyr Meauan Maskaiiripi - 500090, wrat Tenaurana, Innis,
Rinenzin Ne 63/RR/AP/96/F/R

Test / Teer

Result / PeayasTar

Specification / Coenngixaiia

1. |Description / Onuc

White colored, round, biconvex film coated
tablet with a plain surface on one side and a
breakline debossed on the other side /
Kpyrai  nsoonyxni tabnevkw, Bkpuri
[niiBkosoio ofonoHkow Ginore Komeopy, 3
PO3AIMIOBANBHOIO CMYTOI0 3 0IHOTO BOKY T2
INAREHLKI 3 iHWoro 6oy

White colored, round, biconvex film coated tablet
with a plain surface on one side and a breakline
debossed on the other side / Kpyrni nsoorykai

rabneTky, BKpUTI mIiskoaoo 06onokkow Gitoro)
KO/IBOPY, 3 PO3RIMOBANBHOIO CMYTOIO 3 OLAHOTO
60Ky Ta rAaleHbKi 3 iHiLoro Goky

2. lldentification / Inenrudiraris

Complies as prescribed / Biznosizae

BHMOaM

The retention time of the peak due to Cetirizine
Hydrochloride in the chromatogram of the sample
preparation corresponds to that of the Standard
preparation under Assay / Yac yTpumyBsanus iy
UETUPHINHY [iAPOXIOPHAY HA XpoMmaTorpami
BUIPOGOBYBAHOTO PO3YMHY BiMoBizae uacy
L/’FPHME.HHH nixy Ha XpoMaTorpami CraHaapTHoro
PO3HHHY.

3. [Dimension / Poamipn
Diameter / Qiamemp

Thickness / Toswuna

4. lAverage weight / Cepeans maca

8.2 mm £0.2 mm (8.00 mm — 8.40 mm) /
B.2 v 0.2 MM (8.00 Mmm — 8.40 Mm)

3.5 mm +0.2 mm (3.30 mm - 3.70 mm) /
3.5 mm £0.2 mm (3.30 mm — 3.70 mm)

3. {Hardness / Teepaicts

191 mg +3.0% (185.3 mg - 196.7 mg) /
191 mr+3.0% (185.3 Mr— 196.7 mr)

o

Water / BMmicT Bororu

Not less than 25 N / He menme 25 H

7. Disintegration Time/
Posnananus

Remarks: The product confirms to above specifications
MpamiTia: Tpoaykr Bianosinae BHILe3a3HateHiT criewndyixauil

Tested by / TecTysas:
I3, Satya Narayana / Quality control —

Team Member
o

Document Checked by / MNepesipus;
D. Latha / Quality control — Team

gy

re than wAy S HE Ginblue 6.0%

3 [m’1 Ta [{ocana;
Assurance — Team

Sign & Date / [lianwc/Hata: 19-08-2023
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CERTIFICATE OF QUALITY

| o
Dr.Reddy’s Q;‘

CEPTUDIKAT AKOCTI

lFro‘duct: CETRINE, film coated tablets 10 mg No20 (10x2) in
blisters

Mpoaykr: HETPHH®, Tabnersn, Bkpyti niiskosoto
060.10HK010, N0 10 Mr Ne20 (10x2) y Gaicrepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

1 rafieTika MicTHTS HeTUPH3IHHY rigpoxaopuay 10 mr

Puge /Crop. 2 0f /34
Country of manufacturer: India
Kpaina-supobunk: 1ngin

Batch / Cepin Ne; B2302550

Batch Quantity / O6°em naptil; 174075 Packs /
174075 ynakoBok

[Analytical Report / Ananitaunnit 3nic No: 2002FPZ3001947

Daute of Analysis / Hata nocalaxenns: 19-08-2023

Date of Expiry / Tepmin npuaaruocri: 06/2025

Date of Manufacture / JaTa BupoSuuurea: 07/2023
Registration certificate / Pecerpauitine nocsiguennn Ne:
UA/6789/02/01

Valid till / [Tiifcne ao: unlimited / neoSmexe i

Order of MOH No: Nel1570 from 08.12,2017 / Haka: MO3 Yxpatan Nel570 min 08.12.2017

Size and type of the package / Poamip Ta Tun MaKyBAHHS:

10 tablets in a blister; 2 blisters in a cardboard box labeling
in Ukrainian language /

no 10 taGaerox y 6nicrepi, no 2 GaicTepn B KapToHHIN
xopobui 3 MAPKYRAHHAM YRpailickK010 MOBOIO

Name, address and numbers of the licenses of manufacture and
quality control / HalimenyBsauns, agpeca ta HoMep nineusii
BHPOOHHKA Ta KOHTPOJIO AKOCTI:

Dr. Reddy's Laboratories Ltd., FTO - 11

Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally,
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Nt 63/RR/AP/96/F/R

U1-p Peani’c JlaGopatopic Jitn, ®TO — 11, Minbanns Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. Bauynaui, Bavynani Mauzgan,
oKpyr Menuaa Masnkaiiripi - 500090, wrar Teaaurana, luzia,

Jlineusia Ne 63/RR/AP/96/F/R

8. {Uniformity of Weight /
OaHopinaicTe Mack

Complies / Bianosinac

When 20 tablets are weighied not more than two
fthe individual weights deviate from the average,
eight by more than £7.5% and no tablet should

deviate by more than #15.0% / [Tpu nmiysanni
G rabaerok, He Gimbuie 2-x rabietok MOHYTH

BiAPIHATHEA Hifl cepennbol MacH Githuié Hix Ha

£7.5% Ta RbaMa 3 reGAETOK He mMorHnHg,

BiIpizHaTHES Macow Gimnme nik ua +15%

9. |[Uniformity of dosage units / 4.2
OanopiaticTs ao3osaHux

COHHHL b

Acceptance value AV <15.0/ TTpuiiManbre yucno
AV <15.0 :

. [Dissolution / PoauuHgicTs
Caleulated as / B nepepaxyuky
Ha CnstCINZOrZHCl)

99%, 95%, 99%, 95%, 97%, 96%

Not less than 80% (Q) of labeled amount of
Cetirizine Hydrochloride is dissolved in 30
minutes / He memue 80% (Q) sin sasnieuod
KiLKOCTI po3unigeTen va nporas 30 xaunus

S YECa ]

alu
EHO

Remarks: The product confirms to above specifications
Mpusitia: Mpoaykr Bianosinae pullesasHaYEHIH creumdhikan|

Tested by / TecTynan:
B. Satya Narayana / Quality control —
Team Member :

<G

Document Checked by / [epesipue: :
. Latha / Quality control — Team M@HtE

Sign & Date / Tlianuc/Mara: |9-08-2023




CERTIFICATE OF QUALITY

' ) Qe
Dr.Reddy’s €z¢

CEPTU®DIKAT AKOCT]

Page / Crop. 3 of /3 4

Product: CETRINE, film coated tablets 10 mg Ne20 (10x2) in
blisters '

NMpoayxr: HETPHH®, Tabaerku, sepuri nuiskosowo
obononxoto, mo 10 mr Ne20 (10x2) y Gaicrepi

1 tablet contains: Cetirizine Hydrochloride 10 mg

L TabneTka MICTHTE UeTHpU3HKY rigpoxacpuay 10 mr

ICountry of manufacturer: India
KpaTua-BHpoGuuk: lnain

Batch / Cepin Ne: B2302550

Batch Quantity / O6’em rapril; 174075 Packs /
174075 ynaxoBow '

Analytical Report / Anaaituunnii seiv Ne: 2002FP23001947

Date of Analysis / Jats nocniaxkenns: 19-08-2023

Date of Manufacture / Jata supo6unurea: 07/2023

Date of Expiry / Tepmin npuaarnocti: 06/2026

Registration certificate / PeceTpauiine mocainuensnn Ne:
UA/6789/02/01

Valid till / Tificve go: unlimited / neofmexenui

Order of MOH No: Ne1570 from 08.12.2017 / Hakas MO3 Ykpaiuu Nu1570 sia 08.12.2017

Size and type of the package / Posmip Ta Tun makypanun:

10 tablets in a blister; 2 blisters in a cardboard box labeling |
in Ukrainian language /

1o 10 vabaerok y Gaicrepi, no 2 Gnicrepn B kaproHnii
Kopolui 3 MapkyRAEAM yipalicL Ko MOBOF)

Name, address and numbers of the licenses of manufacture and
quality control / Hafimenysanns, anpeca Ta Homep Jinensif
BHPOGHHKA TA KOHTPOMIO AKOCTI:

Dr. Reddy's Laboratories Lid,, FTO - (I
urvey No. 42p, 43, 44p, 45p, d6p, 53, 54 & 83, Bachupally
/illage, Bachupally Mandal, Medchai Malkajgiri District A

560090, Telangana State, India, Ne 63/RR/AP/96/F/R
-p Peani’c Jla6oparaopic Jita, ®TO — H, Tinsunus No 42p.)

43, 44p, 45p, 46p, 53, 54, 83 ¢. Bauynaui, Bauynani Mawaan,

prpyr Mexuan Mankaitripi - 500090, wrat Tenanraua, lngis,
inensin Ne 63/RR/AP/96/F/R

il. ’;mpurities / Momiwke

Binoma nomika

b) highest unknown impurity
Halibisnswa Binoma gomilmka

c} total impurities / cyma
\noMiIIoK

(JIKB = 0.019%)

IMP-B: 0.02%

IMP-E: 0.04%

0.07%
0.3%

} each known impurity / KO)KHE] IMP-A: Less than LOQ (LOQ = 0.019%) /
Hmkue nimita kinekicHore suzHadeHHs

IMP-C: Not detected / He BH2HaMEeHa
IMP-D: Not detected / ue BuzHAYEHA

IMP-F: Not detected / He Buznauena

L) Not more than 0.2% / e 6inbie 0.2%

b) Not more than 0.2% / He Ginbe 0.2%

) Not morg than 2.0% / ne 6inewe 2.0%

12, JAssay Cetirizine Hydrochloride)
(Calculated asi
C12H2sCIN203-2HCI) / Kinwkicns
BHIHAMEHHA UETHPH3HHY
rizpoxsepuiy (B nepepaxyHKy]
1 Ci2HysCINO5-2HC)

9.96 mg / 9.96 mr

from 9.50 mg/tab to 10.50 mg/tab during release
Biz 9.5 Mr/raG o 10.50 mr/ta6 Ha momeus
BHOYCKY

from 9.0 mg/tab to 11.0 mg/tab during shelf life
Bia 9.0 Mr/1a6 no 11.0 Mr/Tab va npotasi TEPMiHY

Gepirakua
- eWMEHO 47”

Remarks: The product confirms to above specifications
Npuwirka: [ponykr sianosinae Bresassaueniit cneundixauii

i 2 ED
5

¥ ] D TH

Tested by / Tectysas:
B. Satya Narayana / Quality control —
Team Member

Document Checked by / Ilepesipus: § &
D. Latha / Quality control — Team M

‘-

&,
o S HATORIGE tme and Position /
- . ImM’a 14 Mocapa:

oy Y y Assurance - Team
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Sign & Date / [lianme/Hdara; 19-08-2023

Sign & Date / Qinnuc/Tata: 19-08-2023

Sig e/ [linnue/Rara; 19-08-2023




| , @& CERTIFICATE OF QUALITY
Dr.Reddy's §s® CEPTU®IKAT AKOCTI

Praduct: CETRINE, film coated tablets 10 mg Ne20 (10x2) in Country of manufacturer: India
blisters Kpatna-snpobunk: Inaia
Fponyice: UETPHH®, TaGaetku, BRpHTI IVIiBKOBOO
loiourolo, no 19 Mr Ne20 (10x2) y Gaietepi

| tablet contains: Cetirizine Hydrochloride 10 mg
|_TabaeTica MICTHTS IETHDSUHIY Tiapoxaupuay 10 mr
Batch / Cepisnn Ne: B2302550 Batch Quantity / O6°em napril: 174075 Packs /
174075 yuarusok

Andlytical Report / Auaniruuunii apir Ne: 2002FP23001947 Date of Analysis / [lara nocaizkennn: 19-08-2023

Pige /Crop. 4of /34

Date of Manufacture / lata nupoBisnursa: 07/2023 Date of Expiry / Tepmin npiaaTuocri: 06/2026

Registration certificate / Peecrpauiiine nocsiguennn Ne: Valid till / Tikicre a0: unlimited / HeobMexenni
UA/6789/02/01

Order of MOH No: Nel570 from 08.12.2017 / Hakas MO3 Yicpatuu Nel570 i 08,12.2017

Size and type of the package / Poamip Ta Thn NaKyBaHuq: 10 tablets in a blister; 2 blisters in a cardboard box labeling

in Ukrainian language /

no 10 Tabaetor y Grictepi, no 2 Gaicrepu B KapToH#iii
Kopobui 3 MADKYBAIINAM YRPaTHCLKO MOBOIG

Name, address and numbers of the licenses of manufacture and [Dr. Reddy's Laboratories Ltd., FTO - 1l

quality control / HalimenyBannsi, anpeca 12 HoMep Jiensiv Survey No. 42p, 43, 4dp, 45p, 46p, 53, 54 & §3, Bachupally
BHPOGHHKA TA KOHTPOK SIKOCTI: Viilage, Bachupally Manda), Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/96/F/R

U1-p Peani’c Jla6opatopic Jita, ®TO ~ II, Hinsraus Ne 42p,
43, 44p, 45p, 46p, 53, 54, 83 c. Bauynaai, bavynani Manaan,
oipyr Measan Mankaiiripi - 500090, wrat Tenanraua, Inain,
Jliuensin Ne 63/RR/AP/AG/F/R

13. Microbiological purity
MikpoGionoriyna uncrora

[Total Aerobic Microbial Count|Less than 10 CFU/g/ Not more than 500 CFU/g / He 6inbwe 500
(TAMC) / 3aranena xinecicreiMenmre ai 10 KYO/r KYO/r

AepOOHIUX Mikpooprauiamip

(TAMC) Less than 10 CFU/g/

Total Yeast and Mold CountiMetine wisk 10 KYO/r Not more than 50 CFU/g / He 6inwwe 50 KYO/r

TYMC) / 3aranesa kinwbkicT
VPIKIDKOBUX | MicHaBAX rpubin
{TYMC) Absent in 1 g/ Bigcytnib Ir
Escherichia coli __IAbsentin 1 g/ Bincytnis Ir

Declaration of certification: “I 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 ¢fthe-i rting country or
product specification file for Investigational Medicinal Products. The batch processing, packaging and b‘%ae'gérds_ reviewed
and found to be in compliance with GMP.” . @ 4 0.4

= s 3 ; p ; SNe. e
ZDexnapauis npo ceprudixanito: “Lluv 3aCBHIMYIO, 1O BHILEBHKNIANEHA iHdopmania cnipamxnaff oA, !T%cepm y Byna

BUTOTORIIEHA, BKIOYAIOYH yNaKOBKY/MApKYBAaHHA Ta EPEBIPKY SKOCTI Ha BULIE 3ranaHomy caffd )y HOBHJ EMuocri 3
sumoramu GMP micuenoro Perynstoprol oprasy i ginnosioHo no cneundrikauiii, wo micrateca f i %‘P«%m e Siprosiit
nivewsii kpainu-imnoprepa a6o y Aocke cneundikauil npoxykry ang nocnimxyeanHux JiKkapchiy \I&WIM ‘%ﬁg‘ diggbpobui,
YNaKoBLI Ta ananizy Gynu neperasHyTi Ta BCTAHOBAEHO BiAMOBIAHICT GMP.” 210 “ X
.'o"b?a ol
*’-’h v -o*l""’A
ain
“ o . ;-;PEH;;O‘ *‘r) ;ﬁ/

Remarks: The product confirms to above specifications 5 iy Y ED

Mpumitka: Mponykr Rignopisae BUUEsasirauedij cneundixanii é?e il H
Tested by / Tectysas: Document Checked by / IMepesipus: E ’é o pigasEss-thme and Position /
B. Satya Narayana / Quality control — 3. Latha / Quality control — Team M % I’ Ta [locana:
Team Member % R S 60008 y Assurance — Team
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Sign & Date / innue/Mara: 19-08-2023 Sign & Date / [Tianuc/Oara: 19-08-2023 1 / Minnuc/ara: 19-08-2023
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