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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxkr: Herpna® TabJaeTKH, NOKPHITHE MIEHOYHOH 000104K0L, 10 Mr

Market / Puinok : Russia / Poccus

Batch No. / . B2501179 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No./ - 2002FP25000910 Date of Analysis / 15-04-2025

AHAJIATHYECKHI 0T4eT No JaTa aHanu3a

Date of Manufacture / . 20-03-2025 Date of Expiry / 29-.02-2028

Jata nmponsBoacTBa T'ogen mo

Mfg. License No. / MA number: /

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

JIHIeH3nsA Ne

Analysis performed according ND / Ananus nposenen no HJ: JITI-Ne(005456)-(PT-RU)-150524

Ne |Test / IlokazaTenb

Result / PesyanraTnl

Specification / Hopma

1 Description / Onucanue -

ABOJKOBEITYKIJIBIC Ta6.ner1cp1, MOKPBIThL

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

Kpyrnsie

JBOSKOBBITYKJIbIE TabneTKy,

nneHOYHOHW ofonoukoit femorn 1ReTa,
puckoift Ha opmHOM cropoHe. H
nonepeyHoM paspese — sampo Genoro
LIBeTA. .

cTopoHe. Ha momepedHoM paspese sapo oT
Genoro no moyty 6enoro LBera.

ITQKPHTHG MNEHOYHON 060 NOYUKOW ﬁennm U
noutH Oemoro IHBeTa, ¢ PUCKOH Ha OAHOH

2 Identification /
NnesTuduxanus

HPLC / BOXKX

The retention time of the main peak in the
ichromatogram of test solution comply|

Hydrochloride reference standar

\solution. /

The retention time of the main peak in the

with the retention time of the main peakiwith the retention time of the main peak in the
in the chromatogram of Cetirizine]-
d

chromatogram of test solution should comply|

chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").
Bpems ynep»KHMBaHHsA OCHOBHOTO IHMKa Ha

BpeMs ynep)kuBaHHSI OCHOBHOTO IHKa Hafxpoma'rorpau ME  HCHOBITYEMOTO  PacTBOp
XpoMaTorpaMMe HCIBITYEMOro pac-mopaﬁjonmuo

COOTBCTCTBOBATH BPEMCHHU

COOTBETCTBYET BPEMEHM YHEP)KHBAHWAYIACPKHBAHHUA OCHOBHOTO H1Ka Ha
OCHOBHOTO MHKa Ha XpoMaTorpaMMeXpoMaTorpaMMe  CTaHJapTHOrO  PacTBOP
CTaHOApTHOTO pPacTBOpa  LETHPH3MHALETHPHU3IHHA THAPOXJIOpHIA (paznen
CHIPOXIIOpUA. «Konn4yecTBeHHOE OTIPCACICHHEY).

Remarks: The Product confirms to ND/
IIpnmeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHuam HJJ

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / IloarotoeneHo:
CH. Prasad - Quality control- Team

Member Cg@
|

Checked by / Tlposepero:
D. Latha - Quality control- Team

Member :

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykoBoauTes
Ajay Kumar - Quality Assurance- Team
Member ~

o

Print Date /Jlata: 16-04-2025

Print Date /Jara: 16-04-2025

Print Date //1ara: 16-04-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product; Cetrine film coated tablets, 10 mg
ITpoayxr: LleTpuH® TableTKH, MOKPEITHIE NIeHOYHOH ofonouko#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / : B2501179 Batch Quantity / 955 KG /955 KT

Cepnst Ne Pasmep cepuu

Analytical Repo“rt No./ - 2002FP25000910 Date of Analysis / 15-04-2025

AnanuTuyecknii order Ne JaTa aHaiu3a

Date of Manufacture / . 20-03-2025 Date of Expiry / 29.02-2028

JlaTa mpou3BoaCTBa TI'ogen mo

Mfg. License No. / MA ber: /

TIpousBoacTBeHHast : 63/RR/AP/96/F/R numober: JII-Ne(005456)~(PT-RU)
Homep PY

Juuensusa Ne

Analysis performed according ND / Auaun3 nposegen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

Test / IloxazaTennb

”w

Result / PesynbTaThl

Specification / Hopma

UV- spectrophotometry /
Y ®- cnextpodoroMerpus

Complies / CooTBeTCTBYET

The UV-spectrum of the test solution and the.
Cetirizine Hydrochloride reference standard
olution 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 ®-cneKTpsI MOrJOmEHH UCIIBITYEMOT0
jpacTBopa M CTaHZApPTHOIO  pacTBopa
LIeTHPM3HHA THApoxJiopuaa B obnactu ot 200
mo 400 HM [OODKHBL WMETH MAaKCUMYMEI
MOrJIOLIEHHA IIpU OAHOM M TOH K€ UIMHE
BOJTHBI C JOIYCTUMBIM OTKIOHEHHEM * 2 HM.

3 Water content/
Coaepsxanue Boabl

2.8% wiw /2,8%

Not more than 8.0% /
He 6onee 8,0 %

4 Uniformity of dosage units /
OaHOPOAHOCTH AO3MPOBAHHBIX
eAHHH I

6.8/6,8

Acceptance value (AV) should be not more
than 15.0 / [Tokaszarens npuemnemoctu (AV
inomxeH 6piTh He Gonee 15,0.

5 Dissolution / PacTBopenne

100%, 103%, 99%, 101%, 101%, 100%

Not less than 80% (Q) of the labeled amount
of C21H2sCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIBHOTO COIEPHKAHUS
C>1H2sCIN>O5-2HCI (uetupuzuna
imuruapoxsopun) yepes 30 MuH.

Remarks: The Product confirms to ND/
Ipnmeuanue: Iponykt coorBercTBYET TpebopanusaM HJL

Conclusion: APPROVED /
3axatouenne: OJTOBPEHO

Prepared by / IloarorosneHo:
CH. Prasad - Quality control- Team

=

Member (o

)

Checked by / IIpoepeHo:
D. Latha - Quality control- Team

Member ( g

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member -~

~
{

Print Date /[lata: 16-04-2025

Print Date /[Jara: 16-04-2025

Print Date /Hara: 16-04-2025
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Dr. Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: LletpuH® TabNETKH, MOKPHITHIE TIIEHOYHOH obonoukoii, 10 Mr

Market / PoiHok : Russia / Poccus

e : B2501179 S -0 OuanG 955 KG / 955 KT

Cepusi No Pazmep cepun

Analytical Repo“rt No./ . 2002FP25000910 Date of Analysis / 15-04-2025

AHaJluTHYeCKHi oTyeT Ne JaTa anann3za

Date of Manufacture / . 20-03-2025 Date of Expiry / 29.02-2028

JaTa npon3BoJcTBa T'ogen no

Mfg. License No. / MA ber: /

TIpou3BoACTBeHHAS : 63/RR/AP/96/F/R mum oer: JII-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

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

WNe Test / llokasaTensn Result / Pe3ynbTaThl Specification / Hopma
6 Impurities / IIpumecu
Less than Limit of Detection (LOD =
[mpurity A / 0.005%) / Hixe nipenena o6Hapy»KeHUs
[pumecs A (110 = 0,005%) Not more than 0.2 % / He 6oxnee 0,2 %
Impurity B /
IIpumecs B Less than LOQ (LOQ = 0.010%) / Hixe [Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Mpeaesa KOMMYECTBEHHOr0 ONPeAeIeHUs
Tpumecs C (IIKO = 0,010%) . Not more than 0.2 % / ue 6onee 0,2 %
Impurity D /
Tpumecsy D Less than LOQ (LOQ = 0.017%) / Hike [Not more than 0.2 % / ne 6osee 0,2 %
Impurity E / npeznena KONMYECTBEHHOTO ONpelieNneHus
[Ipumecs E ITKO = 0,017%) Not more than 0.2 % / He 6osee 0,2 %
Impurity F /
[Mpumecs F Not detected / He o6HapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified 0.03%/0,03%
impurity / Jio6ast eAMHAYHAA Not more than 0.2 % /
Hevaentudumporannas npumecs [Not detected / He o6HapyxeHa He Gonee 0,2 %
0.05% / 0,05%
Total impurities / 0.1%/0,1% INot more than 2.0% /
CymMa npumeced He Gounee 2,0%
7 Assay / KonndyecTBeHHOe Not less than 9.0 mg and not more than
onpegesieHHe 11.0 mg C21HosCIN2O3-2HCI (cetirizine
9.98 mg/ 9,98 mr dihydrochlooride) in table:t (between 90,0 %
99.8% / 99.8% nd 110,0 % of label claim)./ Ot 9,0 Mr no
? 11,0 mr C2;H,sCIN2O;3-2HCI (nerupusnza
Hruapoxsaopua) B rabnerke (ot 90,0 % o
110,0 % oT HOMUHAJILHOT'O COOEPIKAHUSA).

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTsercTByeT TpebopaHusam HJI

Conclusion: APPROVED /
3axmwuenne: OJTOBPEHO

Prepared by / IToaroroeneno:
CH. Prasad - Quality control- Team

Member C@;

|

Checked by / IIpoeepeHo:
D. Latha - Quality control- Team
Member

Approved by: Manager/Executive /
Ono6peno: Meunemxep / Pykopogurens
Ajay Kumar - Quality Assurance- Team
Member I

Print Date /Mata: 16-04-2025

Print Date /[lata: 16-04-2025

Print Date /Jara: 16-04-2025
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Dr.Reddy’s €i¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykrt: LlerpuH® TabneTky, NOKPHITHIE INIEHOYHOH 000104K0i, 10 MK
Market / PoiHOK : Russia / Poccus
Batch No. / - B2501179 Batch Quantity / 955 KG /955 KT
Cepus Ne Pazmep cepnu
Analytical Repovrt No./ . 2002FP25000910 Date of Analysis / 15-04-2025
AHaJuTHYeCKHH oTUeT Ne JlaTa ananusa
Date of Manufacture / . 20-03-2025 Date of Expiry / 29.02-2028
JlaTa npon3BoacTBa T'open Ao
Mfg. License No. / MA ber: /
TIponsBoacTBenHAs! : 63/RR/AP/96/F/R e — JI1-Ne(005456)~(PT-RU)
Homep PY

JHneH3us Ne
Analysis performed according ND / Ananus nposeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524

Result / PesyabTaThl

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 fail to comply with the test, if 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. /
TaGneTKH COOTBETCTBYIOT TPEOOBaHHSM, €CTIH
He Gonee 1 exMHMYHAs Macca OTKJIOHSAETCS 32
npenensl 85%-115% ot cpemHel MacCEl.
TabneTky He COOTBETCTBYIOT TPEOOBaHUAM,
eciu Gosice yeM 1 MHAMBHIYaNbEHAs Macca
OTKJIOHSETCS OT ITUX MPEIEIIOB WIH, €CNH 1
MHAMBUIyaTbHAs Macca OTKIOHAETCS 3a
npenensl 75%-125% ot cpenHel MaccChl.

INe  [Test/ HokasaTenn

8 Subdivision of tablets /
Jlenenue TabJIeTOK

9 Microbiological purity* /
Mukpotnonoruyeckas
qucTOTa*

a) Total aerobic microbial count /
Obuiee 4KciI0 a3pobHBIX
MHKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O61mee gucio

MPOMOKEBEIX H TUIECHEBBIX FpI/IGOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not more than 1000 CFU/g /
He 6osee 1000 KOE/r

INot more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OrcyrcTBue B 1 r

Remarks: The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTByET Tpeboranmam HIT

Conclusion: APPROVED /
3akarwdenune: OJJOBPEHO

Prepared by / ITogrororneHo:
CH. Prasad - Quality control- Team

Member C%

Checked by / IIpoepeHo:
D. Latha - Quality control- Team

Member g

Approved by: Manager/Executive /
Ono6Gpeno: MeHemkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member N

va

Print Date /Tata: 16-04-2025

Print Date /Hara: 16-04-2025

Print Date /J]ata: 16-04-2025
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Dr. Reddy'’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Tpoaykr: LetpuH® TabneTky, NOKPHITHIE IUIEHOYHOM obonoukoi, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2501179 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No./ . 2002FP25000910 Date of Analysis / 15-04-2025

AHanuTHyecKHii oTueT Ne JlaTa anaamuza

Date of Manufacture / . 20-03-2025 Date of Expiry / 29-02-2028

JaTa npou3BoACTBA T'ogen no

Mfg. License No. / MA ber: /

TIpon3BOACTEEHHAS : 63/RR/AP/96/F/R number: JITI-Ne(005456)-(PT-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND / Auanus nposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne ]Test / IlokazaTeJnb

Result / Pe3yabTaThl

Specification / Hopma

10  |Package/ YnaxoBka

10 tablets in PVC/PVDC//aluminum .
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabneroxk B
[BX/ITABX//antoMusHeroM OnHCTepe.
[Tu 3 Gisc 1epa DMECTS C TMCTROM=

BKJIaAbllIEM YITAKOBAHBI B ITAYKY
KAPTOHHYIO.

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

[To 10 TabneTok B

[IRX/TTRY / amowsawenom Anuerepe Tn 7
unu 3 GipcTepa BMECTe ¢ JIMCTKOM-

BKJ1aJ1BILIEM YITAKOBAHEI B IMAYKy 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 / ITpoBOAMTCS IIPOU3BOJUTENEM NPH BEIITYCKE MEPHOANMECKH: JUIA Kax ol 20-0f cepru WM He MeHee |
pasa g roa. ITokazarens MoxeT O5ITh He BroueH B CepTHduKaT aHann3a GUPMEL

Remarks: The Product confirms to ND/
IIpumeuanue: Iponykr coorBeTcTBYeT TpeboranusM HIT

Conclusion: APPROVED /
3axawdenue: OJOBPEHO

Prepared by / IToarorosneHo:
CH. Prasad - Quality control- Team

Member 0@)
/

Checked by / IIpoepeHno:
D. Latha - Quality control- Team

Member g;

Approved by: Manager/Executive /
Ono6peHo: MeHemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member n

o

Print Date /Hata: '16-04-2025

Print Date /ITara: 16-04-2025

Print Date /Hata: 16-04-2025




Dr; Reddy’s Q?‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
I poxykr: Iletpna® TabneTkH, NOKPHITEIE IUICHOYHOH 060510uKO0H, 10 Mr
Market / PoiHok : Russia / Poccus
SatciNG. / : B2501179 Hatch Ouantity¥ . 955KG /955 KT
Cepus No Paszmep cepun
Analytical Repovrt No. / . 2002FP25000910 Date of Analysis / 15-04-2025
AnanuTHyecKni oT4yer Ne JlaTa ananusa
Date of Manufacture / . 20-03-2025 Date of Expiry / . 29.02-2028
JlaTa npon3BoACTBAa T'ogen no
Mfg. License No. / MA ber: /
TIpoN3BOACTBEHHASK : 63/RR/AP/96/F/R number: :  JIII-Ne(005456)-(PT-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND / Ananus nposenen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

API name / HaumenoBanne A®PC: Cetirizine dihydrochloride / LleTupr3iHa JUTHAPOXIOPHL

INN / MHH: . Cetirizine / Iletnpusus.

API manufacturer batch number / BT00-24077

Homep cepuun nponssoguteas ADC:

FP Manufacturer API Batch number / FBRA00614

Homep cepun cy0cTanuuu npoussoaurens IJID:

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

Ilpoussoantens ADC, cTpana: I'noxem Hupacrpuec Iet. Jita., MHaus

Name, address, authorization No for FP Formulation Tech Ops = 11, Survey No. 42p, 43, 44p, 45p, 46p,

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

HanmeHnoBaHue, agpec, JMUEH3Us JJIsT Malkajgiri Distrist — 500090, Telangana State, India (license No

Ilpon3BoacTBeHHAs Maomaaka / Ilmomanka KoHTpoJIsA 63/RR/AP/96/F/R). / IlpouzBoacTReHHOE noapasaencHue-1I,

kavecTBa / Il1o1agxa Boimycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&383, bauynannu

Bunnamk, bauynannu Manpan, Meayan Manakaokrupu
Jucrpukr — 500090, wrar Tenanrana, Muous (JIuensus 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».

3aKI04YeHHe 0 COOTBeTCTBHH: «HacTOAMMM s MOATBEPHIAL0, UTO MPUBEACHHAS BRIle HHOOpPMALHA ABJIAETCS AOCTOBEPHON H
TOYHOMN. DTa cepHsl TPOYKIHU MpOM3BENEHa (BKJIOYAs YNAKOBKY (MapKHPOBKY) W KOHTPOJb KAauecTBAa) Ha BhILIEYKa3aHHOM
TIPOM3BOACTBEHHOM Miomanke (IUIOWAnKax) B MOJHOM COOTBETCTBHHU ¢ TpeGoranuamu IpaBus HajNeKallled IPOU3BOJCTBEHHOM
npakTHkd EBpasuiickoro 3koHomuueckoro cotoza (GMP/EAEU/RU/00573-2022) u TpeGoBaHUAMH KOHTPONIA KauyecTBa
NEKAPCTBEHHEIX CPEACTB, & TAKKE B COOTBETCTBHM CO CNICUHMOHKALMAMY, COAEPIKAIIMMHCA B PETHCTPALHOHHOM JIOCBE CTPAHEI-
HMIIOpTepa. 3amKCH MO MPOU3BOACTRY, YNAKOBKE M aHANM3Y NPOBEPEHB!, H YCTAHOBJICHO HX COOTBETCTBHE TpebGoBanmaM [Ipasun
HaJyIexKalei MpoM3BOICTBEHHOM NpakTHKU EBpa3uiickoro SKOHOMHYECKOTO COI03a».

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

IIpumeuanne: IIpoaykrt cootBeTcTBYeT TpeboBaHusaM HJL 3axmwoyenue: QJIOBPEHO

Prepared by / I[TlogrotoBneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

CH. Prasad - Quality control- Team | D. Latha - Quality control- Team Ono6peno: Menemkep / Pykopogurens

Member b Member Ajay Kumar - Quality Assurance- Team
' L‘&L,_‘ Member Vﬁ

Print Date /I[aTa:’ 16-04-2025 Print Date /ara: 16-04-2025 Print Date /ITara: 16-04-2025




