b 4

. Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIHU3A

Product: Cetrine film coated tablets

, 10 mg

Mpoayxkr: Lletpun® tabnetiu, NOKPLITLIE INIEHOYHOI o6onoukoi, 10 Mr

Market / Prinox : Russia / Poccus

Batch No. / : B2501177 Batch Quantity / 955 KG / 955 KT

Cepusn Ne Pazmep cepuu

Analytical Repourt No./ : 2002FP25001048 Date of Analysis / 30-04-2025

AHanuTHYecKMii oTaeT No JaTa anaausa

Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028

JlaTa npoH3BoaCTBA TI'omen no

Mfg. License No. / MA ber: /

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

JHueH3Hs Ne

Analysis performed according ND / Ananus n posesen mo HJI: JITI-Na(005456)-(PI'-RU)-150524

e

Test / IlokazaTens

Result / Pesyabtath:

Specification / Hopma

1 Description / Onncanue

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

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

ABOSKOBBIMYKIIbIE TaGJIETKH, MOKPhITHI
IUIEHOYHOH obonoukoii Genoro ueera,

pHCKOH Ha omHO cropone. H
MonepeyHoM paspese — supo Genoro
BETA.

Kpyrasie JIBOSIKOBEINYKJIBIE TA0MeTKH,
ITOKPBIThIE IVIEHOYHOM 0601104KO0i Genoro uiu
nouTH Genmoro upera, ¢ PHCKOH Ha OAHOF
cropoHe. Ha nomepednom paspeze smpo ofj
Genoro 1o nouTH Gernoro 1sera.

Identification /
Hnentnduxanus

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 Cetirizin
Hydrochloride  reference
isolution. /

CTaHAapTHOrO  pacTBOpa
CHAPOXJIOpHAA,

Bpemsa ylep)kMBaHHs OCHOBHOTO MHKA H poMarorpamme
XPOMaTorpaMmMe HCIEITYEMOrO pacTBOPAIOIKHO
COOTBETCTBYET BPCMEHM YAEPIKUBAHHMAYAEPIKUBAHHS
OCHOBHOTO MHKa Ha XPOMaTOrpaMMeXpOMATOrpamMmme
UETHPH3HHALETHPU3UHA

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

standardreference standard solution (section "Assay").

BPSMH YOEPKUBAHUA OCHOBHOI'O TITMKA Ha

HCOBITYEMOTO  PacTBOP
COOTBETCTBOBATH BpEMEHH
OCHOBHOI'O NHKa H
CTaHIApPTHOTO  PacTBOP:
THAPOXJIOpHA (pazn

«KonuuectsenHoe onpenenenuey).

Remarks: The Product confirms to ND/
ITpumeuanue: Ipoaykr cooTsercTeyet TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: OJJIOGPEHO

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

Member L&J_,

Checked by / Tporepeno:
N.V. Krishna - Quality control- Team

Member
XA

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroaurens
Ajay Kumar - Quality Assurance- Team

Member .

<

Print Date /[Tata: 30-04-2025

Print Date /[Tata: 30-04-2025

Print Date /Jata: 30-04-2025




1

. Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IlpoaykT: LleTpun® Tabnerku, NOKphITHIE MICHOYHOM obonoykoii, 10 Mr

Market / Proinox : Russia / Poccus

= o : B2501177 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No. / . 2002FP25001048 Date of Analysis / 30-04-2025

AHaJguTHYecKH# oTyeT No JlaTa ananusa

Date of Manufacture / s 12-04-2025 Date of Expiry / 31-03-2028

JaTa npoH3BoacCTBA T'ogen 1o

Mfg. License No. /

UpomsBoacTnenHas : 63/RR/AP/96/F/R epuniber:y/ JIII-Ne(005456)-(PT-RU)
Homep PY

auuen3us Ne

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

\No

Test / IloxazaTens

Result / PeayabTaThl

Specification / Hopma

UV- spectrophotometry / .
Y- cnexrpodoTomeTpus

Complies / CootsercTBYET

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 42!
nm. /'Y ®-crieKTpe OTIOMEHHA HCTBITYEMOTo
pacTBOpa M CTAaHAAaPTHOrO  PacTBOP:

UETHPH3KHHA MOpOXJIOpUAa B 061acTu OT 203‘
o 400 HM JODKHBI MMETh MakCHMYMBI
MOrNIONIEHHA IIpH OHHON W TOil ke UTHHE)
BOJIHBI C JOIYCTHMBIM OTKJIOHEHHEM + 2 HM.

'Water content/
ConepiaHie BOABI

2.7% wiw [ 2,7%

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

Uniformity of desage units /
OaHOPOAHOCTE 03HPOBAHHBIX
eHHHL

45/45

Acceptance value (AV) should be not more
than 15.0 / Ioxasarens npueminemoctu (AV)
J10JpKeH OBITE He Gonee 15,0.

Dissolution / PacTBopenne

101%, 104%, 97%, 98%, 99%, 99%

Not less than 80% (Q) of the labeled amount
of C21Hz5CIN,O3-2HCI (cetirizine
dihydrochloride) afier 30 min. / He menee
80 % (Q) OT HOMHHAJIEHOTO COJEPIKAHUA
C21H25CIN203-2HCI (uetnpusmna
JIHTHAPOXTOpKI) yepes 30 MuH.

Remarks: The Product confirms to ND/
ITpumeyanue: [Mponykr coorsercrayet TpeGopanuam HJJ

Conclusion: APPROVED /
3akmouenne: QJIOBPEHO

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

Member '»%J’_,

Checked by / IIposepeHo:
N.V. Krishna - Quality control- Team

Member
A

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team
Member A

Print Date /[Tata: 30-04-2025

Print Date /Iara: 30-04-2025

Print Date /Jlata: 30-04-2025
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: br. Reddy’s Q':°

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
poayxT: [leTpuH® TabNETKH, MOKPHITHIE TUIEHOYHOMH 06010uK0M, 10 MP

Market / Peinok : Russia / Poccus

Batch No. / . B2501177 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3smep cepun

Analytical Repourt No. / - 2002FP25001048 Date of Analysis / 30-04-2025

AnaauTHYeckHii oTyeT Ne JlarTa ananm3za

Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028

JlaTa mpou3BoaCTBA T'onen go

Mfg. License No. / MA ber: /

Tpon3BoACTBeHNAN : 63/RR/AP/96/F/R numoer JIII-Ne(005456)-(PT-RU)
Homep PY

JHIen3Hs Ne

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

|.N'2 |Test / IlokaszaTenn

Result / PeayabTaTni

Specification / Hopma

6 Impurities / Ilpumecn

Impurity A /
ITpumecs A
Impurity B /
[Tpumecs B
Impurity C/
[Tpumecs C
Impurity D /
[Tpumecs D
Impurity E /
[Tpumecs E
Impurity F /
[Tpumecs F

Any individual unidentified
impurity / Jio6as equHMuHas

Total impurities /
Cymma nipumMmcccii

-onpenenerus (ITIKO = 0,010%)

HEHIEHTUDHLIMPOBAHHAS TIPUMECH

Less than Limit of Detection (LOD =
0.005%) / Hinke nipenena oOHapyKeHHs
(T10 = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Huxe npeneiia KOMHYCCTBEHHOIO

Mpefiena KOMHYECTREHHOTO ONpeaeNneHus
(TTKO = 0,017%)

Not detected / He o6Hapyxena

0.04% / 0,04%

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena oGuapyxeHus
10 = 0,015%)

0.07% / 0,07%

0.2%/0,2%

Not more than 0.2 % / ue 6onee 0,2 %
INot more than 0.2 % / ue 6onee 0,2 %
Not more than 0.2 % / ne 6oiee 0,2 %
Less than LOQ (LOQ = 0.017%) / Hinxe Not more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / e 6oxee 0,2 %
Not more than 0.2 % / "e 6onee 0,2 %

INot more than 0.2 % /
He Gonee 0,2 %

INot more than 2.0% /
He Gouee 2,0%

7 Assay / KoandyecrBeHHOE
onpeaeJieHHe

10.01 mg/ 10,01 mMr
100.1%/ 100,1%

Not less than 9.0 mg and not more than
11.0 mg Cy;HasCIN,O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr oo
11,0 mr C31H25CIN2O5-2HCI (uetupusuna
nuruapoxnopun) B rabuetke (ot 90,0 % no
110,0 % OT HOMUHAJILHOT'O COZIePKaHUs).

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykt cootBercTBYET TpeGoBaHMaAM HJT

Conclusion: APPROVED /
3axmwouenune: OJJOBPEHO

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

Member H_X;@/

Checked by / IIpoBepeHo:
N.V. Krishna - Quality control- Team

Member

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / Pyxosoauren
Ajay Kumar - Quality Assurance- Team
Member ’

el

Print Date /[ata: 30-04-2025

Print Date /[lata: 30-04-2025

Print Date /Iata: 30-04-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3IA
Product: Cetrine film coated tablets, 10 mg
IpoaykT: LleTpuH® TabseTKH, IOKPHITHIE MIIEHOUHOI 060104Koit, 10 Mr
Market / Poinok : Russia / Poccus
Batch No. / . B2501177 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepnn
Analytical Repourt No. / . 2002FP25001048 Date of Analysis / 30-04-2025
AHanuTnyeckHuii oryer Ne JlaTa ananmsa
Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028
JlaTa npon3BoaCTBa T'onen no
Mfg. License No. / MA ber: /
IlpousBoacTBeHHAas : 63/RR/AP/96/F/R numoer: JIII-Ne(005456)-(PI'-RU)
Homep PY
Junensns Ne
Analysis performed according ND / Ananu3s nposeaen mo HJI: JIII-Ne(005456)-(PT-RU)-150524

Result / PesyabTaTnt

Specification / Hopma

Complies / CootBercTBYET

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. /
TabneTkH COOTBETCTBYIOT TPpeGOBAHUAM, €CITH
He Gonee 1 eHUYHAA Macca OTKJIOHAETCS 3a
npenensl 85%-115% or cpenHeii Maccel.
TabneTkn He COOTBETCTBYIOT TPEGOBAHHUAM,
ecnu Gonee yeM | MHAMBUAYANEHAS Macca
OTKIIOHAETCA OT 3THX NPEACS/IOB WM, eciy 1
MHAWBHOYaNbHAA Macca OTKJIOHAETCA 3a
npenesiel 75%-125% ot cpenHeii Maccol.

[Ne  [Test/Tloxasatens

8 Subdivision of tablets /
Jenenue Tabaerox

9 Microbiological purity* /
MuxpobHoNMOrHYecKas
ymcroTa®

) Total aerobic microbial count /
O611ee yuciio a3poOHBIX
MHKPOOPraHH3MOB

b) Total combined yeasts and
mould count / O6wiee yncno

POHGKEBBIX H IUICCHCBBIX l"pPI6OB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

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

MNot morc than 100 CT'U/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OtcyrctBue B 1 r

Remarks: The Product confirms to ND/
IIpnmeuanne: IIpoaykT cooTBETCTBYET TpebosanuaM HJ|

Conclusion: APPROVED /
Saxkmoyenne: OJJOBPEHO

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

Member g

Checked by / TIposepeno:
N.V. Krishna - Quality control- Team

Member
&

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / Pyxosoaurens
Ajay Kumar - Quality Assurance- Team
Member s

Print Date /JTata: 30-04-2025

Print Date /JTata: 30-04-2025

Print Date /Tata: 30-04-2025




: Dr. Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykT: LleTpun® TabneTkr, NOKPHITHIE MIEHOUHOM 060104KOf, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2501177 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepun

Analytical Repourt No./ - 2002FP25001048 Date of Analysis / 30-04-2025

AHanuTHYecKuil oTdeT No JaTa ananuza

Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BOJACTBa T'omen o

Mfg. License No. / MA number: /

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

JnueH3nsa Ne

Analysis performed according ND / Anauns nposeaen no HJI: JII-Ne(005456)-(PI'-RU)-150524

Ne Test / IlokazaTens

Result / PesyabraTsl

Specification / Hopma

10 Package / YnaxoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TaGneTok B
[MBX/TTIBX//amomMunueBoM 6nucrepe.
[To 2 6nucTepa BMECTE C JIMCTKOM-
BKJIAABILIEM YIIAKOBAHEI B IAYKY
KapTOHHYIO.

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

[To 10 Tabnerok B
[IBX/TIJIBX//antomuuueroM Grnuctepe. Io 2
uny 3 6HcTepa BMECTE C JIHCTKOM-
BKJIAZBILIEM YIIAKOBaHEI B ITAYKY 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 / TTpoBoIUTCA IPOU3BOAKMTENEM NP BHIMYCKE NEPHOMYECKH: AN KaXA0# 20-0 CepHH UITH He MeHee 1
pasa B roa. Ilokazarens moxeT 6brTh He BrnoueH B CepTudHKkar aHanusa GHpMEL

Remarks: The Product confirms to ND/
IMpumeuanne: IIpoaykt cooTBeTCTBYET Tpebopanusam HJT

Conclusion: APPROVED /
3akmwuyenne: OJJOBPEHO

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

Member \‘%;_’_

Checked by / IlposepeHo:
N.V. Krishna - Quality control- Team

Member

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykosoaures
Ajay Kumar - Quality Assurance- Team
Member ~

Print Date /Jlata: 30-04-2025

Print Date /JTata: 30-04-2025

Print Date /Mata: 30-04-2025




. Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxr: Lerpun® TabneTKH, MOKPLITEIC NNEHOYHOH 0601m0uKOoM, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2501177 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25001048 Date of Analysis / 30-04-2025

AnaanTnyecknii oryer Ne Jara anamnsza

Date of Manufacture / . 12-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BoACTBa T'open no

Mfg. License No. / MA ber: /

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

JuneH3us Ne

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

API name / Haumenopanue ADC:

Cetirizine dihydrochloride / Iletnpusnna puruapoxiopun

INN /MHH:

Cetirizine / IleTHpHzud

API manufacturer batch number /
Homep cepun nponssoanrens ADC:

BT00-24079, BT00-24080

FP Manufacturer API Batch number /
Homep cepun cy6cranuuu npounspoantens LJID:

FBRA00640, FBRA00641

API Manufactured by & country /
IIpoussoaurens A®C, crpana:

Glochem Industries Pvt. Ltd., India /
I'noxem Unpactpuec Ilet. JITa., Maaus

Name, address, authorization No for FP -
manufacturing site / Control site / Release site /
HaumeHnoBanHe, agpec, THNEH3UA A
IIponsBoacTeeHHas miaomania / ILioumaaka KOHTPOJIS
kadectBa / Ilnomaaka BeIMycKa

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). / IIponzBoacreenHoe noapazaenexHue-II,
Vwuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Bumnamxk, bauynannu Mangan, Menuan Manakamkrupu
Huctpuxt — 500090, wirar Tenanrana, Muous (JIuuensums 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 establishedy.

3akaovenne o cooTBeTcrBHu: «HacTosmumM 1 moATBep)kAar0, YTO NMpUBEACHHAS BBIIE HHPOPMALHS SBIAETCH JOCTOBEPHOH U
TOYHOM. DTa cepus NpOAYKLMH NpOH3BeldcHa (BKIIOYad yMakOBKY (MapKHpPOBKY) U KOHTPOJb KadeCTBa) Ha BBHILICYKa3aHHOH
NPOM3BOACTBEHHOM Mommajake (IUI0maakax) B IIOJHOM COOTBETCTBUM ¢ TpeGoBaHMAMH IIpaBun Hajuiekallell IpOU3BOACTBEHHOM
npakTuku EBpazuiickoro skoHomuueckoro coros3a (GMP/EAEU/RU/00573-2022) u TpeOOBaHMAMM KOHTpOJI KadyecTBa
JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHM CO CHEUM(HUKALMIMY, CONEPIKAIMUMHUCA B PEIHCTPALMOHHOM NOCHE CTpPaHBI-
uMnoprepa. 3alucy Mo MPOU3BOICTBY, YIIAKOBKE U aHaNU3y NPOBEPEHB, U YCTAHOBJICHO HX COOTBEeTCTBHE TpeboBaHusM IIpaBun
HaJuiexalleii MpOu3BOACTBEHHOH NPakTHKH EBpa3sHiickoro SKOHOMHYECKOro COK3ay.

Remarks: The Product confirms to ND/
Ilpnmeuanue: Ilpoaykt cooTsercTRyeT TpeboBanusaM HJT

Conclusion: APPROVED /
3axarwyenne: ONOGPEHO

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

Member g

Checked by / ITposepeHo:
N.V. Krishna - Quality control- Team

Member % g

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoauTeb
Ajay Kumar - Quality Assurance- Team
Member mn

Print Date /Jlata: 30-04-2025

Print Date /Tara: 30-04-2025

Print Date /Hara: 30-04-2025




