~

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIponykT: LetprH® TabneTky, HOKPHITHIE MIEHOYHOM 00010uKol, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2501576 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pa3zmep cepun

Analytical Repourt No. / - 2002FP25001299 Date of Analysis / 31-05-2025

AHanuTHYecKHii oTyeT Ne Jara ananuza

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JaTa npou3BoACTBa Toaen go

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAs1 : 63/RR/AP/96/F/R number: JITI-Ne(005456)-(PT-RU)
Homep PY

JHueH3us Ne

Analysis performed according ND / Ananns nposenen mo HJL: JIII-Ne(005456)-(PT'-RU)-150524

Ne Test / IToxkasaTens

Result / Pe3yabTaTel

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablet with a breakline on one side.
'White core on cross section. / Kpyrisie

eHoYyHol 000Joukoii 6eloro 1Beta, ¢
pUCKOli Ha OHmHOH CTOpOHE.
OONepevyHoOM paspese — saapo Oeior
[BETA.

NBOAKOBBITYKJIBIE TaONeTKH, MNOKphIThieKpyrisie

H(a)i:oqm Oenoro ILBeTa, ¢ PUCKOM Ha OJHOM

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

JBOSIKOBBIITYKJIbIE TabNeTKH,
MOKPHITHIE ITICHOYHOU 000J109K0i1 GEJI0ro Win

TopoHe. Ha momepeyHoM paspese 4apo OT
Genoro o modry 6eoro nBeTa.

Identification /
UnenTudnrauus

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 Cetirizine
Hydrochloride  reference

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

solution. /

XpOMaTOIpaMMe HCHBITYEMOIO PacTBOP
COOTBETCTBYET BpPEMEHH YHEPKHBAHH
OCHOBHOTO IIHKa Ha XpPOMAaTOrpamm
CTaHIAPTHOIO PpAacTBOpa LETHPH3HH
TUAPOXJIOpHIA.

BpeMs yaep)kuBaHHsA OCHOBHOTO ITHKa Har(poma'rorpam Me

Bpems ynepKUBaHMSA OCHOBHOTO ITMKA Hal

HCIBITYEMOTO  pacTeopa

OJDKHO COOTBETCTBOBATh BpPEMEHH

NepPKUBaHHS OCHOBHOTO MHKa Ha
poMaTtorpaMMe  CTAHIAPTHOIO  pPacTBOP

LIETHPH3UHA TUIPOXJIOPUAA (pa3men

«KonnuecTBeHHOE Ol'l'pe)ICJICHHG»).

Remarks: The Product confirms to ND/
Ilpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBarmsamM H]I

Conclusion: APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / Iloarotoeneno:
D. Latha - Quality control- Team

Member g

Checked by / [IposepeHo:
A.Susmitha - Quality control- Team

Member Cg/

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBonutens
Ajay Kumar - Quality Assurance- Team

Member (,(?

Print Date /Jlara: 31-05-2025

Print Date /[TaTa: 31-05-2025

Print Date /TaTa: 31-05-2025




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIVI3A

Product: Cetrine film coated tablets, 10 mg
Iponykr: LHeTpun® TabneTky, NOKPHITHE INICHOYHOH 000s104Kol, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2501576 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepum

Analytical Repovrt No. / . 2002FP25001299 Date of Analysis / 31-05-2025

AHalUTHYeCcKHiT oTyeT Ne JlaTa aHa/1M3a

Date of Manufacture / . 12-05-2005 Date of Expiry / 30-04-2028

JlaTa npou3BoacTBa T'ogen no

Mfg. License No. / MA ber: /

IIpon3BoacTBeHHast : 63/RR/AP/96/F/R . : JITI-Ne(005456)~(PT-RU)
Homep PY

JauueH3ns Ne

Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

Ne  [Test / Ioka3atens

Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
'V®- cnextpodoTomeTpus

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 ®-crekTphl MOTJIOUEHHS UCTIBITYEMOTO
pacTBOpa H  CTaHOApTHOIO  pacTBOpa
LIeTHPH3HHa THApoXJIopHaa B obnacty ot 200
mo 400 HM JOMKHEI MMETh MAaKCHMYMB]
MOTJIOIEHHs] IPU OJHOM W TOH ke JUIMHE
BOJIHEI C JOTTYCTUMBIM OTKJIOHCHHEM + 2 HM.

3 Water content/
ConepixaHue BoAbI

3.1% wiw/3,1%

INot more than 8.0% /
He Gonee 8,0 %

4 Uniformity of dosage units / lAcceptance value (AV) should be not more
OaHOpPOAHOCTL AO3HPOBAHHBIX 59/59 than 15.0 / IlokazaTtens nmpuemiiemoctu (AV
eAHHHIL inomkeH ObiTh He Oonee 15,0.

5 Dissolution / PacTBopenue Not less than 80% (Q) of the labeled amount

101%, 102%, 102%, 99%, 101%, 98%

iof Co1HasCIN,O3-2HCI (CCtiI'iZiI‘le

dihydrochloride) after 30 min. / He menee

80 % (Q) oT HOMUHANEHOTO COIEPKAHUL
21H25CIN,O3-2HCI (uetupusuHa
uruapoxyiopua) depes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeyanue: [IpoaykT cooTBeTCTRYET TpeGoBanuam HJI

Conclusion: APPROVED /
3axmodyenune: OJJOBPEHO

Prepared by / ITonroroenexo:
D. Latha - Quality control- Team

Member g

Checked by / [TpoBepeHo:
A.Susmitha - Quality control- Team

Member =
&

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoguresnb
Ajay Kumar - Quality Assurance- Team

Member (,(?

Print Date /[Tata: 31-05-2025

Print Date /ara: 31-05-2025

Print Date /JIata: 31-05-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: LleTpus® TabyeTKH, IOKPHITHE INIEHOYHO 060J104K0H, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2501576 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3zmep cepun

Analytical RepoIt No./ . 2002FP25001299 Date of Analysis / 31-05-2025

AHaIMTHYecKRii oT4eT No Jata aHanuza

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

Jata npousBoacTea I'onen no

Mfg. License No. / MA number: /

TIpon3BoACTBeHHAs : 63/RR/AP/96/F/R T JITI-Ne(005456)-(PT-RU)
Homep PY

Junen3usa Ne

Analysis performed according ND / Ananus npoeeaen no H/I: JITI-Ne(005456)-(PT-RU)-150524

Ne ]Test / Tloka3zaresb Result / Pe3yiabTathl Specification / Hopma
6 Impurities / Tlpumecn
Not detected / He oOHapyxeHa
Impurity A /
TMpumecs A Less than LOQ (LOQ — 0.010%) / Huske [Not mwore (ian 0.2 %6 / ne Guaee 0,2 %o
Impurity B / penesa KOJHIECTBeHHOTO OMpeeNieHus
[Tpumecs B (TIKO = 0,010%) Not more than 0.2 % / ue 6onee 0,2 %
Impurity C/
[Tpumecs C Less than LOQ (LOQ = 0.017%) / Huke [Not more than 0.2 % / He 6onee 0,2 %
Impurity D/ npeaena KOIHMIECTBEHHOTO Onpe/Ie/ieH!s
[Tpumecs D (ITKO = 0,017%) INot more than 0.2 % / He 6omee 0,2 %
Impurity E /
[Tpumecs E Not detected / He o6Hapy»xeHa INot more than 0.2 % / He 6omnee 0,2 %
Impurity F /
[Tpumecs F 0.03% /0,03% Not more than 0.2 % / He 6omnee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlro6as emuHUYIHAL 0.015%) / Hixe mpenena obHapyxenus [Not more than 0.2 % /
HenneHTHOHUMpoBaHHas mpumeck (IO = 0,015%) He 6onee 0,2 %
0.08% / 0,08%

Total impurities / 0.2% / 0,2% INot more than 2.0% /
CymMa npuMeceii He 6onee 2,0%

7 Assay / KonndecTBeHHOE Not less than 9.0 mg and not more than
onpegeieHHe 11.0 mg C;;H2sCIN2O5-2HCI (cetirizine

. - 3 [t)
oormgaonur [t Guen 000
99.2% / 99,2% ’ ; ’

11,0 mr C1H25CIN20O3-2HCI (ueTupusuHa
nuruapoxiopua) B Tabnetke (ot 90,0 % no

110,0 % 0T HOMUHAILHOTO COIEPXKaHKA).

Remarks: The Product confirms to ND/
IIpumeuyanne: IIpoxykr coorBeTcTBYET TpeboBanusaM HJI

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

Prepared by / [TonroroneHo:
D. Latha - Quality control- Team

Member 1 g

Checked by / ITpoepeno:
A.Susmitha - Quality control- Team

Member Q

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team

Member K/L’P

Print Date /Jata: 31-05-2025

Print Date /J{ara: 31-05-2025

Print Date /[Jara: 31-05-2025




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpua® TabieTkH, HOKPHITHIE MIEHOYHOM 06010uKoi, 10 MT
Market / Poinok : Russia / Poccus
Batch No. / . B2501576 Batch Quantity / 955 KG /955 KT
Cepus No Pasmep cepuu
Analytical Report No. / : 2002FP25001299 Date of Analysis / 31-05-2025
AHaJMTHYecKHii oTyeT No JaTta aHanu3a
Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028
JlaTa mpou3BoOACTBA Tomen no
Mfg. License No. / MA number: /
IIpousBoacCTBEHHAS : 63/RR/AP/96/F/R s JIIT-Ne(005456)-(PT-RU)
Homep PY

JIHIEeH3nsa Ne
Analysis performed according ND / Ananus nposegen no HA: JIII-Ne(005456)-(PT'-RU)-150524

Result / PesyabTaTsi

Specification / Hopma

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 tail to comply with the test, it more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTkH COOTBETCTBYIOT TPEOOBAHUAM, ECITH
He Gonee 1 eNMHUYHASA Macca OTKIIOHSETCS 3a
npenenst 85%-115% ot cpenneit Macchl.
TaGneTku He COOTBETCTBYIOT TpeOOBaHUIM,
ecnu Oonee 4eM 1 MHAMBUAYyabHAs Macca
OTKJIOHAETCA OT ITHUX NPEIENOB WiH, eciH 1
HHIMBHIYaJIbHAA Macca OTKIOHAETCH 3a
npenensl 75%-125% ot cpenHel Macchl.

Ne est / TlokasarTenn

8 Subdivision of tablets /
Jlenenne TabieTox

9 Microbioloegical purity* /
MukpoGuonorudeckas
YHCTOTa*

a) Total aerobic microbial count /
Obmee yncII0 a3pOOHBIX
MUKpPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6inee uucio

IAPOMCKEBEIX U IDICCHEBBIX I'pI/I60B

c) E. coli

Not Applicable

Not Applicable

Not Applicable

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OrcyTcTBHE B 1 T

Remarks: The Product confirms to ND/
IIpumedanne: ITponykT cooTBETCTRYET TpeboBammsiM HJT

Conclusion: APPROVED /
3axmwuenne: OJOBPEHO

Prepared by / ITonrorosneno:
D. Latha - Quality control- Team

Member g

Checked by / ITpoBepeHo:
A_.Susmitha - Quality control- Team
Member

Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykoBonurens
Ajay Kumar - Quality Assurance- Team

Member N
e

Print Date /Jara: 31-05-2025

Print Date /Jlara: 31-05-2025

Print Date /Jata: 31-05-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpua® TabiieTky, IOKpHITHE IUIEHOUHOH 0bonoukoid, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2501576 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ - 2002FP25001299 Date of Analysis / 31-05-2025

AHanuTudeckuii oTyer Ne JlaTa aHanu3a

Date of Manufacture / . 12-05-2025 Date of Expiry / 30-04-2028

JaTa npon3BoacTBa Tonen no

Mfg. License No. / MA ber: /

IIpousBoacTBeHHAs : 63/RR/AP/96/F/R namoer: JITT-Ne(005456)-(PT-RU)
Homep PY

JuneHsust Ne

Analysis performed according ND / Anasns nposegned no HJ: JIII-Ne(005456)-(PI'-RU)-150524

Ne  [Test / Iokazarens

Result / PesyabTarsl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok B
[MBX/TIIBX//antomununeBom Gaucrepe.
[To 2 6mucTepa BMECTE € TUCTKOM-
BKIABILIEM YTIAKOBAHEI B TTAYKY
KapTOHHYIO.

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

[To 10 TabneTok B

[IBX/TIJABX//amomunneBoM 6muctepe. Io 2
Wi 3 6J'II/ICTepa BMECTE C TUCTKOM-
BIUTAJBILLEM YIIAKOBAHEI B TIAYKY KapTOHHYIO.

*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 / IIpoBomMTCS IPOU3BOAUTEIIEM TPH BHITYCKE MEPUOAUIECKY: I Kaxao# 20-0ii cepuu Win He MeHee 1
pa3a B rox. [Tokxa3zarens MoxkeT ObITH He BIOUeH B CepTudukar ananusa GUpMBI.

Remarks: The Product confirms to ND/
ITIpumeuanne: IlpoaykT cooTBeTCTBYET TpeboBaHmsaM HJL

Conclusion: APPROVED /
3akmoyenue: OJJIOBPEHO

Prepared by / [Tonroroenexo:
D. Latha - Quality control- Team

Member Z

Checked by / ITpoBepeHo:
A.Susmitha - Quality control- Team

Member Cg_/

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team

Member (/(j)

Print Date /data: 31-05-2025

Print Date /Mata: 31-05-2025

Print Date /TaTta: 31-05-2025




@
D r. Re d dy,s q ‘... CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LeTpuE® TabeTKU, NOKPLIThIE WeHoYHOH 060704yK0i, 10 MI
Market / Poinok : Russia / Poccust
Batch No. / . B2501576 Batch Quantity /. 55y G955 KT
Cepus No Pazmep cepun
[Snalytical, ReportzNo I . 2002FP25001299 Date of Analysis /. 31 952025
AHanuTH4ecknii oTuer Ne JlaTa ananun3za
Date of Manufacture / . 12-05-2025 Date of Expiry / . 30-04-2028
JaTa nponspoacrea I'opeH oo
Mfg. License No. / MA ber: /
TIpon3BoacTBeHHAS : 63/RR/AP/96/F/R namoer: JII-Ne(005456)-(PT-RU)
Homep PY
JuueH3usa Ne
Analysis performed according ND / Anann3s nposeaen no HJI: JIXI-Ne(005456)-(PI'-RU)-150524

API name / HaumeHoBanne A®C: Cetirizine dihydrochloride / IleTUpH3UHA TUTHMAPOXIOPHE,

INN / MHH: Cetirizine / LleTHpusuH

API manufacturer batch number / BT00-25006, BT00-25005

Homep cepuu npousBoautenas ADC:

FP Manufacturer API Batch number / FBSA00062, FBSA00061

Homep cepuu cy6cTtannuu npousBoaurens I'JID:

API Manufactured by & country / Glochem Industries Pvt. Ltd., India /

IIponsBoguteanr ADC, crpana: I'moxeM Murmactpuec Ilet. JITh., MUHous

Name, address, authorization No for FP Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,

manufacturing site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HaunmMeHoBaHHe, aapec, THIEH3UA AAH Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpousBoacTBeHHas nuomaaka / Ilnomanka kouTpos 63/RR/AP/96/F/R). / TlpouseoacTeeHHoe noapasaenenue-II,

kadecTBa / Ilnomanka BeIinycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynmannu

Bwmamxk, bauynannu Maugan, Megdan Manakamkriupu
Huctpuxt — 500090, wtat Tenaurana, Uapus (JIuoenzws Ne
63/RR/AP/96/F/R).

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».

3akiro4eHue 0 cooTBeTcTBHH: «HacToAM s MOATBEpP)KAAI0, YTO NMPHUBENCHHAs BHINE WHGOpMAIUA ABJIAETCA JOCTOBEPHOH W
TOYHOH. JTa cepus NpPOAYKUHMH NpOM3BeleHa (BKIHOYas YMAKOBKY (MapKUpOBKY) M KOHTPOJNh KadecTBa) Ha BhIIIECYKa3aHHOM
HOPOU3BOACTREHHOM IUIOIIAnKe (IUIOLIAKAX) B [IONHOM COOTBETCTBUM ¢ TpeGoBaHuamHU [IpaBun Hamnexaiiel NpOU3BOACTBEHHOM
npakThku EBpasmiickoro 3sxoHoMmueckoro cotoza (GMP/EAEU/RU/00573-2022) u TpeGOBaHHSAMH KOHTpOJSI KadecTBa
JICKapCTBEHHBIX CPEICTB, 4 TAKXKE B COOTBETCTBHM CO CrErMPUKALMAME, COOEPXKAIUMUCA B PErMCTPAIHIOHHOM JOChE CTPAHBI-
HMIOpTepa. 3alKCcH 10 MPOU3BOACTRY, YIIAKOBKE M aHAJIM3Y MPOBEPEHBI, U YCTAHOBIEHO X COOTBETCTBUe TpeGosaHmIM IlpaBin
HaJJIexalleif IpOU3BOJACTREHHOM NPaKTUKKU EBpa3uiickoro 3KOHOMHYECKOTO COO3a.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeyanue: IIpoxykt cooTBeTCTBYET TpebosaHusm HJT 3akmiouenue: OJJOBPEHO

Prepared by / [ToarotoneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A .Susmitha - Quality control- Team Onobpeno: Menemxkep / PykoBoauTtens

Member Member Ajay Kumar - Quality Assurance- Team
k_%;— @ Member (/(?

Print Date /ara: 31-05-2025 Print Date /Jfata: 31-05-2025 Print Date /dara: 31-05-2025




