Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHONKAT AHAJTM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpun® TabaeTky, HOKPHITHIE MNIEHOYHOH 0bonoukoH, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2404116 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP24003163 Date of Analysis / 31-12-2024

AHajmuTHYecKHii 0T9eT Ne Jara anamza

Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027

JlaTa DpOH3BOACTBA T'oxen oo

Mfg. License No. / MA ber: /

TIpon3BoACTBeHHAS : 63/RR/AP/96/F/R 0k JITI-Ne(005456)-(PT-RU)
Homep PY

Junen3usa Ne

Analysis performed according ND / Auasus nposeaed mo HJI: JIIT-Ne(005456)-(PI'-RU)-150524

Ne Test / Iloxa3zarenan

Result / PesyabTaThbl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrneie
NBOSAKOBBIITYKIIBIE TAOJICTKH, TIOKPBITHIC
WICHOYHOM 06oyouKoii Genoro 1Bera, ¢
puckoit Ha omHOii cTopoHe. Ha
MONEPEYHOM paspese — sapo Genoro
[[BETA.

White or off white coloured, round, biconvex!
film coated tablet with a breakline on one side,
White to off-white core on cross section.

Kpyrasie JBOSIKOBBITYKJIBIE Taberky,
MOKPHIThIE INIEHOYHOM 000JI04KOi 6e10r0 MK
noutH Oenoro ILBera, ¢ PUCKON Ha OOHOH
cropoHe. Ha momepeyHoM paspeze AApo OT|
Genoro 10 noutu OENOFo LIBETA.

2 Identification /
MaenTndnxanus

HPLC / BOXX

The retention time of the main peak in the
chromatogram of test solution comply
with the retention time of the main peak
in the chromatogram of Cetirizing
Hydrochloride reference
solution. /

standardreference standard solution (section "Assay").

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the;
chromatogram of Cetirizine Hydrochloride

Bpems ymepkvBaHHMs OCHOBHOIO IHKa H

Bpems yaep:KUBaHKA OCHOBHOTO MHKA HAXPOMATOrpaMMe  UCHBITYEMOTO  pacTBOp
XPOMaTorpaMMe HCIEBITyEMOro pacmo;:abomuo COOTBETCTBOBATh BpEMEeHH
COOTBETCTBYET BPEMCHHU YJAEpiKHBaHHAYACPKHUBAHUA OCHOBHOTO THKa H
OCHOBHOTO TNHKa H2 XPOMATOrpaMMEXpPOMAaTOrpaMME  CTaHAApTHOIO  PacTBOP
CTAHJAPTHOTO pPacTBOpa  LETHPU3HHALCTHPH3UHA THAPOXJIOpUAA (pasmen
rHAPOXIIOpUAA. «KonMuecTBEHHOE ONMpeNeNeHHe»).

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykt coorBeTcTBYET TpeboBaHusaM HJL

Conclusion: APPROVED /
3axkmwouenne: OJOBPEHO

Prepared by / IToarotorneHo:
D. Latha- Quality control-

Team Member IU ,

Checked by / IlposepeHo:
K.V.V. Satyanarayana - Quality

control- Team Member g

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens

V. Prashanth - Quality Assurance- Team
Member

i)
N

Print Date /Hata: 31-12-2024

Print Date /Jara: 31-12-2024

Print Date /Hara: 31-12-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3IA

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: HerpuH® TabIeTKH, MOKPEITHIE INIEHOYHOH 060m04Koi, 10 Mr

JuieH3ua No

Market / PoiHOK : Russia / Poccus

Batch No. / . B2404116 Batch Quantity / 955 KG /955 KT

Cepust Ne Pasmep cepuu

Analytical Repovrt No. / . 2002FP24003163 Date of Analysis / 31-12-2024
AHannTHdeckuii oTueT No JlaTa anaausa

Date of Manufacture / . 18-12-2024 Date of Expiry/ 30-11-2027

JIaTa mpou3BOACTBA T'open xo

Mfg. License No. / MA number: /

IlponsBoacTBeHHAs : 63/RR/AP/96/F/R Howmep PY JIIT-Ne(005456)-(PT-RU)

Analysis performed according ND / Auasus nposener mo HJI; JITI-Ne(005456)-(PT-RU)-150524

Ne est / Iloxazarean Result / Pe3yabTaTsl

Specification / Hopma

UV- spectrophotometry /
V®- cnektpodoTomMeTpus

Complies / CooTBeTcTBYET

The. UV-spectrum of the test solution and the;
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm. / Y ®-crieKTphl NOTJIOMEHHs HCIIBITYEMOTO
pacTBopa ¥ CTaHIApTHOTO  pacTBOpE
LIETHPU3MHA THAPOXJIopHIa B obmnactu ot 200
r]o 400 HM JOMKHBI KMMETh MaKCHUMYMB]

MOMIOMIEHHA NpU OAHONM W TOH Xe JJIMHE
BOJTHEI C IOITyCTUMBIM OTKJIOHEHHEM * 2 HM.

13 ‘Water content/

Not more than 8.0% /

CAMHHAILL

CopepaxaHue BOABI 3.9% wiw /3,9% He 6onee 8,0 %
4 Uniformity of dosage units / IAcceptance value (AV) should be not more
OAHOPOAHOCTD JO3HPOBAHHEIX 42/42 than 15.0 / INokazarens npuemiemoctu (AV)

nomkeH 6uiTk He Gonee 15,0.

S Dissolution / PacTeopenune

100%, 99%, 100%, 99%, 100%, 100%

Not less than 80% (Q) of the labeled amount
of C2;HpsCINO3-2HCI (cetirizine
dihydrochloride) after 30 min. / He MeHee
80 % (Q) OT HOMHUHAJIBHOT'O COACPKAHHS
C21HosCIN203-2HCI (uernpusuna
inuruapoxsaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanue: IponykT cooTBeTCTBYET TpebopaHusM HJ|

Conclusion: APPROVED /
3axkmwouenune: OJJIOGPEHO

Prepared by / IlogroroeneHo: Checked by / IlpoepeHo:
D. Latha- Quality control-

Team Member \ g ,

K.V.V. Satyanarayana - Qualit
control- Team Member é//_

Approved by: Manager/Executive /
Ono6peHo: MeHemxkep / Pykoronurens
V. Prashanth - Quality Assurance- Team

Member tDu'p

Print Date /Jlata: 31-12-2024 Print Date /Mlata: 31-12-2024

Print Date /Hata: 31-12-2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUONKAT AHAJI3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Herpua® tabnerku, MOKPLITHIE INIEHOUHOH 0607104K0#, 10 Mr
Market / PeiHoKk : Russia / Poccus
Batch No. / . B2404116 Batch Quantity / 955 KG /955 KT
Cepust Ne Pasmep cepuu
Analytical Repourt No./ . 2002FP24003163 Date of Analysis / 31-12-2024
AnanuTHYecKHHi oTyeT No JlaTa anajausa
Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027
JlaTa npou3BOACTBA Tomen no
Mfg. License No. / MA number: /
IIpou3BoacTBEHHAS : 63/RR/AP/96/F/R RS JITI-Ne(005456)-(PT-RU)
Homep PY
Juuen3us Ne
Analysis performed according ND / Anauu3 nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524

|.N‘9 Test / IlokasaTenn Result / Pe3yabTaThl Specification / Hopma
6 Impurities / ITpumecu Less than Limit of Detection (LOD =
0.005%) / Hioke npepnena oOHapy:keHHs
Impurity A / (ITO = 0,005%)
[Mpumecs A INot more than 0.2 % / ue 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
[Mpumect B npenesia KOJIWYECTBEHHOTO ompeaeneHusNot more than 0.2 % / e Gonee 0,2 %
Impurity C / (ITICO — 0,010%6)
ITpumecs C . Not more than 0.2 % / ue 6onee 0,2 %
Impurity D / Less than LOQ (LOQ = 0.017%) / Huxe
Ipumecs D Mpezena KoNnu4ecTBeHHOro onpesaeneHusNot more than 0.2 % / ue 6onee 0,2 %
Impurity E / (IIKO = 0,017%)
TIpumecs E Not more than 0.2 % / He 6omee 0,2 %
Impurity F / Not detected / He o6HapyxeHa
TTpumecs F INot more than 0.2 % / ne 6onee 0,2 %
0.03%/0,03%
Any individual unidentified
impurity / Jixo6as enuHuYHas Less than Limit of Detection (LOD =  [Not more than 0.2 %/
HeuneHTuduippoBanHas npumecsk (0.015%) / Huxe npenena oGHapyxeHus [He Gonee 0,2 %
110 = 0,015%)
0.07% / 0,07%
Total impurities / Not more than 2.0% /
Cymma npumMeceit 0.1%/0,1% He Goiee 2,0%
7 Assay / KonnuecTrBenHoe Not less than 9.0 mg and not more than
oIpeseieHHe 11.0 mg C5H,5CIN,O5-2HCI (cetirizine
9.97 mg/ 9,97 Mr dihydrochlfride) in table:t (between 90,0 %
99 7% / 99 7% and 110,0 % of label claim)./ Ot 9,0 Mr no
i 11,0 mMr C1H2sCIN203:2HCI (uerupusmina
uruapoxsnopux) B rabnerke (ot 90,0 % no
110,0 % oT HOMMHAIBHOTO CONEPKAHHA).

Remarks: The Product confirms to ND/

IIpumeuanne: ITpoaykr cooTBeTcTBYET TpeboBaHusM HJI

Conclusion: APPROVED /
3axmouenne: ONOBPEHO

Prepared by / IToaroroieHo:
D. Latha- Quality control-

Team Member ‘E! f

Checked by / IIpoBepeHo:

K.V.V. Satyanarayana - Qualit
control- Team Member g

Approved by: Manager/Executive /
Onobpeno: Meunemxkep / PykoBoautens
V. Prashanth - Quality Assurance- Team

Member y W ?\{)

Print Date /Mata: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date //Tata: 31-12-2024




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoayir: IleTpuH® TabneTkH, MOKPHITHIE MeHOUHOH 060104K0H, 10 Mr

JIHIEeH3Hs Ne

Market / PriHok : Russia / Poccus

Batch No. / . B2404116 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repovrt No./ . 2002FP24003163 Date of Analysis / 31-12-2024

AHanuTnYeckHii oTueT No JlaTa ananauza

Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027

JlaTa npon3BoacTBa Toxen ao

Mfg. License No. / MA pumber-: /

IIpou3BoACTBeHHAA : 63/RR/AP/96/F/R e r JITI-Ne(005456)-(PT"-RU)
Homep PY

Analysis performed according ND / Ananus nposexes o HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / Iloxa3zaTennb Result / PesynbTaThel

Specification / Hopma

8 Subdivision of tablets /
lenenne TadneToK

Complies / CoOTBETCTBYET .

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
lor, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTKH COOTBETCTBYIOT TPeOOBAHMAM,»€CIIH
He 6onee 1 enquHKUYHAS Macca OTKIJIOHAETCS 3a
npenenst 85%-115% ot cpenneit Maccel.
Tabs1eTKH HE COOTBETCTBYIOT TPEOOBaHHSAM,
iecnu Gornee yeM 1 MHOUBUAYAJbHAA Macca
OTKJIOHAETCS OT 3THX HPEIEIOB UK, eclH 1
MHAMBUAYANbHAS Macca OTKJIOHAETCH 32
npeaenst 75%-125% ot cpeaHel Macchl,

9 Microbiological purity* /

Mukpo6HoI0rHYecKast
YHCTOTA*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
O6mee 4mc0 a3pobHEIX He Gonee 1000 KOE/r
MUKpPOOPIaHH3MOB
Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Ob1mee 1xcIO He 6onee 100 KOE/r
IIPOMOKEBEIX M IUIECHEBBIX IPHOOB
c) E. coli Not Applicable Shall be absent in 1g/ OtcyrcTBue B 1 1

Remarks: The Product confirms to ND/
Ipumeyanue: IIponykT cooTseTcTByeT TpeGopauuam HJT

Conclusion: APPROVED /
Zaxaouenne: OMOBPEHO

Prepared by / [ToaroToBicHo: Checked by / IIpoBepeHo:
D. Latha- Quality control-
Team Member

K.V.V. Satyanarayana - Quality,
control- Team Member j

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurenb
V. Prashanth - Quality Assurance- Team

Member
Y

Print Date /Jlata: 31-12-2024 Print Date /Jlata: 31-12-2024

~

Print Date /ara: 31-12-2024




Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxkr: Herpun® TabneTky, MOKPHITEHE INIEHOYHOM 060104yK0i, 10 MI

Market / PoiHOK : Russia / Poccus

Batch No. / . B2404116 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP24003163 Date of Analysis / 31-12-2024

AnanuTHuyecknii oruer Ne JlaTa ananunsa

Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027

JlaTa npoH3BoACTBa T'ogen go

Mfg. License No. / MA number: /

IIpou3BOACTBEeHHAS : 63/RR/AP/96/F/R ek :  JIII-Ne(005456)-(PT-RU)
Homep PY

JHOeH3Ha Ne

Analysis performed according ND / Auann3 npoBegen mo H/I: JITI-Ne(005456)-(PT-RU)-150524

Ne  [Test/ IoxasaTtens

Result / Pe3ynpTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / TTo 10 Ta6nerox B
[MBX/IT1ABX//amoMiHneBOM OircTepe.
1o 2 6ircTepa BMECTE C IUCTKOM-
BKJIaZIbIIIEM YIAaKOBaHbI B MAYKY

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
fa carton. /

[To 10 Tabnerok B

MBX/TTIBX//aniomurnesom 6iucrepe. Ilo 2
uiu 3 GumicTepa BMECTE € IMCTKOM-

KAPTOHHYIO.

BRILIILEM YIIAKOBAHEL B HIAUKY KAP'TI'OHHYK).

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can be absent in the
Certificate of Analysis / IIpooauTcs IPOU3BOAUTENIEM NPH BHITYCKE HSPHOJMYECKIU: T Kaxaoit 20-o0ii cepuu umu He MeHee 1
paza B rof. ITokazarens MoxeT ObITh He BKIIFOUEH B CepTUdHKAT aHammM3a GHPMBEIL.

Remarks: The Product confirms to ND/
IIpnmeuanne: IIpoaykt cooTsercTByeT TpeboBanuiM H]I

Conclusion: APPROVED /
3axnwuenue: OJOBPEHO

Prepared by / IloaroToBneHo: Checked by / ITposepeno:
D. Latha- Quality control-

Team Member Lp#.’—'

control- Team Member

K.V.V. Satyanarayana - Quality

o

Approved by: Manager/Executive /
Omno6peno: Meunemxkep / PykoBonuteinn
V. Prashanth - Quality Assurance- Team

Member mwp

Print Date /ata: 31-12-2024 Print Date /[lata: 31-12-2024

Print Date /ara: 31-12-2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Llerpun® TabneTKH, NOKPHITEIE INICHOYHOH 06010uKoif, 10 Mr

Market / PoiHoK : Russia / Pocens

Batch No. / . B2404116 Batch Quantity / 955 KG /955 KT

Cepus N Paszmep cepuu

Analytical Repourt No./ . 2002FP24003163 Date of Analysis / 31-12-2024

AHaJnTHYecKHil oTdeT Ne JaTa ananmsa

Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027

JaTa npou3BoacTBA Tonen g0

Mfg. License No. / MA number: /

TIpou3BOACTBeHHAS : 63/RR/AP/96/F/R er: JII-Ne(005456)-(PT-RU)
Homep PY

JHIeH3Ust Ne

Analysis performed according ND / Anajus nposeaen no HJI: JITI-Ne(005456)-(PI"-RU)-150524

API name / HanmenoBanne ADC:

Cetirizine dihydrochloride / LleTrpHu3uHa qUrHAPOXIOpUL

INN / MHH:

Cetirizine / Hetupuzug

API manufacturer batch number /
Homep cepun nponssoaureias AD®C:

BT00-24061, BT00-24060

FP Manufacturer API Batch number /
Homep cepuun cybcTanuuu nponspogutess IJId:

FBRA00567, FBRA00566

API Manufactured by & country /
Ipompogurcas ADC, crpana:

Glochem Industries Pvt. Ltd., India /
Tnoxesm IMuyaorpsoo Iot. JIra,, Mg

Name, address, authorization No for P
manufacturing site / Control site / Release site /
HaumenoBaHHe, agpec, THIEH3HS Aas

Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No

63/RR/AP/96/F/R). / IIpousBoacTeeHHOe noapasaenexue-Il,
Vuacrku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Bunnamk, bauynamuiu Mannan, Meayan Manakaxkrupu
Huctpuxt — 500090, wrar Tenadrana, Muaus (JInnensua Ne
63/RR/AP/96/F/R).

IIpousBoacTBeHHas maomanxa / Inomaaka KoHTpost
kadecrsa / Ilnomagka Beinmycka

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (GMP/EAEU/RU/00573-2022) and requirements to the medicinal quality and with
the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3axniodenue o0 cooTBeTcTBUMM: «HacTOSmUM 1 MOATBEPXKIAIO, YTO NpUBEeAeHHas BbIe UHQOPMALWA ABISETC JOCTOBEPHOH U
ToyHOH. DTa cepua MPOAYKLMH Mpou3BeleHa (BKIIOYas YNAKOBKY (MapKHpPOBKY) M KOHTPOJIb KauecTBA) HA BBINEYKA3AINIOH
NPOM3BOACTBEHHOM Iomanke (IWIOWaakax) B HOJHOM COOTBETCTBHY ¢ TpebosaHuaAMH IpaBu Haanexamell MpoM3BOACTBEHHOM
npakTHKd EBpasmiickoro sxoHomuueckoro coroza (GMP/EAEU/RU/00573-2022) u TpeOoBaHMAMM KOHTpOJSL KauecTBa
JIEKAPCTBEHHBIX CPE/ICTB, a TAKKe B COOTBETCTBUH CO CEIUUKAMAMY, COAECPKAIMMMHUCS B PETHCTPAlHOHHOM AOCHE CTPAHBI-
UMIIOpTepa. 3amkCH 10 TIPOM3BO/ICTRY, YIIAKOBKE M AHAIM3Y IPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE TpeGopaHuaM Ilpaeun
Hazjie)xameil Mpou3BOICTBEHHOM MPakTHKH EBpazHiicKoro 3KOHOMHYECKOTO COK3ay.

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HIT

Conclusion: APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by / ITogrororneHo:
D. Latha- Quality control-
Team Member

Checked by / IlpoeepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member ég/_

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member Lﬂl(_'l; /p

Print Date /[Jata: 31-12-2024

Print Date /Tata: 31-12-2024

Print Date /Jlata: 31-12-2024




