Dr.Reddy’s Q;'.‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykT: Ietpua® TabneTky, NOKPBITEIE IWIEHOYHOH 06os0oukoi, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2501573 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No. / - 2002FP25001259 Date of Analysis / 24-05-2025

AHanuTnyeckuii oruer No Jlata ananusa

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BoacTEa T'onen no

Mifg. License No. / MA ber: /

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

JuueH3usa Ne

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

No Test / Iloka3aTennb

Result / PesyabTaThl

Specification / Hopma

1 Description / Onncanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyribie
TBOSKOBBIIMYKJIbIC TaONETKH, MOKPLITHIE
IUIeHOYHOU 06oMoYkoit 6eyioro npgera, ¢
pucko Ha opHOHW cTopome. Hal
MOIIEpeYyHOM pa3pese — sapo Oenoro
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.

Kpyrisie JBOSIKOBBITYKJIbIE TabneTky,
TIOKpbiThiE IUIEHOYHOH 060s10uKOii 6en0ro wIn
mouTH Oenoro IBeTa, ¢ PUCKOH Ha OXHOW
cropoHe. Ha monmepeyHoM paspese AOpo o7
6es0ro 10 MoYTH GENIOoro LBeTa.

Identification /
NnenTuduxauus

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").
solution. / Bpems ymepkuBaHus OCHOBHOTO ITHKa Ha.|
BpeMs yaepKUBaHUA OCHOBHOIO ITHKA HAXPOMATOTPAMME  HCIIHITYEMOIO  pacTBOp
XpOMATOrpPaMMe HCHBITYEMOTO pacmop:EmeHD COOTBETCTBOBATh BpEeMEHH
COOTBETCTBYET BpPEMEHH YACPKHBAHUAYACPKUBAHHSA OCHOBHOTO THKa Ha
OCHOBHOTO MHMKa Ha XpOMaTOTpaMMEXpoMaTorpaMMé CTaHAapTHOIO  pacTBOpa
CTAHJAPTHOrO pacTBOpa  LETHPH3IHMHALETHPH3HHA THOPOXJIOpUIA (pasmen
TUAPOXIIOPHA. «KonuiecTBeHHOE ONpeeaeHueE).

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

Remarks: The Product confirms to ND/
Ipumeuanue: IIponykT cooTBeTCTRYET TpeboBanmsaM HJ

Conclusion: APPROVED /
3akmwouenune: OJIOGPEHO

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

Member L/%//

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

Member

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTenn
Ajay Kumar - Quality Assurance- Team

Member ~

Print Date /JTata: 26-05-2025

Print Date /Jlata: 26-05-2025

Print Date /[data: 26-05-2025




| Dr..Reddy’s ‘,‘:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: LeTpua® TabneTky, NOKPBITHIE INEHOYHOR 060104KO0H, 10 MI

Market / Poinok : Russia / Poccus

Batch No. / . B2501573 Batch Quantity / 955 KG /955 KT

Cepust Ne Pasmep cepumn

Analytical Repourt No. / - 2002FP25001259 Date of Analysis / 24-05-2025

AHaJauTH4eckuii oTyer Ne JaTa anajansa

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTa npousBoAcTBa T'ogen mo

Mfg. License No. / MA number: /

HpousBoacTBeHHast : 63/RR/AP/96/F/R u ’ :  JIII-Ne(005456)-(PT-RU)
Homep PY

auneH3us Ne

Analysis performed according ND / Ananu3s nposened no HJI: JIII-Ne(005456)-(PT'-RU)-150524

INe Test / Iloka3arenan

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
Y®- ciektpodoTomeTpus

Complies / CooTBeTCTBY€ET

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. / V®-CeKTpsl MOTNOIIEHNS UCTIBITYEMOTO
pacTBopa M CTaHAApTHOLO  pacTBOpa
LETHpM3UHA rUapoxJopuaa B obnactu ot 200
no 400 HM HOKHBI HMMETh MaKCHAMYMBI
MOTJIOEHHA IIpM OJHOM M TOH Xe UIMHE
BOJIHBI C JOITYCTHMBIM OTKIOHEHHEM + 2 HM.

3 Water content/

[Not more than 8.0% /

COHHHNIT

CogepxaHue BOABI 4.0% wiw / 4,0% IHe 6omee 8,0 %
4 Uniformity of dosage units / Acceptance value (AV) should be not more|
OOHOPOTHOCTD 103MPOBAHHBIX 64/64 than 15.0 / Iloka3arens npuemneMocta (AV)

momkeH ObiTh He bonee 15,0.

5 Dissolution / PacTBopenne

93%, 97%, 99%, 94%, 101%, 96%

Not less than 80% (Q) of the labeled amount
of C51HsCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAILHOTO COACPXKAHUA
C21H,sCIN>Q3-2HCI (ueTrpu3srna
urpapoxaopua) 4epes 30 MuH.

Remarks: The Product confirms to ND/

IIpumeyanue: IIpooyKT COOTBETCTBYET TpeboBaHmsiM H]T

Conclusion: APPROVED /
3aknwyenue: OAOBPEHO

-

Prepared by / IloarorosneHo: Checked by / IIporepeHo:
D. Latha - Quality control- Team N.V. Krishna - Quality control- Team
Member Member

A

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoaures
Ajay Kumar - Quality Assurance- Team
Member A

A

Print Date /[Tata: 26-05-2025

Print Date /JTata: 26-05-2025

Print Date /ITara: 26-05-2025




| Dr Reddy’s ‘f’:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
HpoaykT: IeTprna® TabneTKy, IOKPHITHE IUIEHOYHOH 06010uKOM, 10 Mr

Market / PoiHok : Russia / Poccus

PRICING. . B2501573 HntemQuantit 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No. / - 9002FP25001259 Date of Analysis / 24-05-2025

AnanuTnuecknii oryer Ne JlaTa aHanmn3a

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTa npoH3BOACTBA T'oneH 1o

Mfg. License No. / MA ber: /

IIpousBoacTBeHHasi : 63/RR/AP/96/F/R ek JITI-Ne(005456)-(PI'-RU)
Homep PY

JIHneH3nst Ne

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

Ne Test / Iloka3aTennb

Result / Pe3ynbTaThl

Specification / Hopma

6 Impurities / [Ipumecn

Impurity A /
Ipumech A
Impurity B /
ITpmmecs B
Impurity C/
ITpumecs C
Impurity D /
[Tpmmvecs D
Impurity E /
[Ipumecs E
Impurity F /
[Mpumecs F

Any individual unidentified
impurity / Jlrobas equHuIHAsA

HEHIEHTUOUIUPOBAHHAS IIPUMECH

Not detected / He o6napy>keHa

Less than LOQ (LOQ = 0.010%) /
Hipke mpenena KOMHYeCTBEHHOTO
onpenenenus (JIKO = 0,010%)

Less than LOQ (LOQ = 0.017%) / Hike
npenena KONHIeCTBCHHOTO OTipeeNeH s
(ITKO =0,017%) .

Not detected / He o6HapyxeHa

0.03% / 0,03%

Less than Limit of Detection (LOD =

0.015%) / Hixe nipemena o6HapyKeHUA
(ITO = 0,015%)

" [Not more than 0.2 % / ne 6omnee 0,2 %

INot more than 0.2 % / ve 6omnee 0,2 %
Not more than 0.2 % / ne 6omnee 0,2 %
Not more than 0.2 % / ne 6o1ee 0,2 %
Not more than 0.2 % / He 6omee 0,2 %
Not more than 0.2 % / e 6onee 0,2 %

INot more than 0.2 % /
He 6onee 0,2 %

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

0.07% /0,07%
Total impurities / 0.2%/0,2% {Not more than 2.0% /
(Cymma mprmeceit iHe 6onee 2,0%
7 Assay / KosinuecTBeHHOE [Not less than 9.0 mg and not more than
onpeae/icHHe 11.0 mg C;1H2sCINO3-2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr o

11,0 mMr C3;Ha5CIN,O3-2HCI (uetnpusuHa

muruapoxnopua) B Tabnerke (ot 90,0 % mo
110,0 % 0T HOMHHANBHOTO COJACPKAHIA).

Remarks: The Product confirms to ND/
IIpumeyanue: IIpomykT cooTBeTCTBYET TpeboBanusM H]T

Conclusion: APPROVED /
Zakmouenue: OJOBPEHO

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

&

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

Member
&

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBonurens
Ajay Kumar - Quality Assurance- Team
Member N

Print Date /[lata: 26-05-2025

Print Date /JTata: 26-05-2025

Print Date /JaTa: 26-05-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: LleTpra® TabneTKH, TOKPHITHIE IIIEHOYHOH 000104K0H, 10 MT

Market / PoiHok : Russia / Poccus

Batch No. / . B2501573 Batch Quantity / 955 KG /955 KT

Cepus No Pasmep cepun

Analytical Repovrt No. / - 2002FP25001259 Date of Analysis / 24-05-2025

AHanuTHYecKHil oT4YeT No Jara anannsa

Date of Manufacture / . 15-04-2025 Date of Expiry / 31-03-2028

JlaTa npon3BOACTBA Topen no

Mifg. License No. / MA number: /

IIpon3BOACTBEHHAA : 63/RR/AP/96/F/R " : JITT-Ne(005456)-(PT"-RU)
Homep PY

JHUeH3Hs Ne

Analysis performed according ND / Ananus nposeaer no HJL: JITI-Ne(005456)-(PI"-RU)-150524

Ne Test / Iloka3zaTenn

Result / PeynbTaThl

Specification / Hopma

8 Subdivision of tablets /
J/lenenmne rtabnerok

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. /
TabneTKH COOTBETCTBYIOT TPEOOBAHMAM, SCIIH
He Gojiee 1 eTMHUYHASA Macca OTKIIOHAETCS 3a
npenenst 85%-115% ot cpeaHei Macchl.
TabneTky He COOTBETCTBYIOT TPEOOBaHMAM,
leci Gornee 4eM 1 MHIMBUIyalbHasA Macca
IOTKJIOHAETCA OT 3THX MPENENIOB WK, ecny 1
HHAMBHIYATBHAads Macca OTKIIOHAETCS 3a
npepens 75%-125% ot cpefHelt Macchl.

Microbiological purity* /
MukpoGHoIorHYecKas
YHCTOTa*

a) Total aerobic microbial count /
Obmee 9ncio adpobHBIX
MHKPOOPTraHH3MOB

b) Total combined yeasts and
mould count / O6mee gaucno
IPOMOKEBBIX M ILIECHEBBIX IPUOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not 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 / OTcyTcTBHE B 1 T

Remarks: The Product confirms to ND/
Ilpumeyaunme: ITpomykT cooTBeTCTBYET TpeGoBaHusM HJT

Conclusion: APPROVED /
3akarwuyenne: OJOBPEHO

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

Member L%/—

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

Member
4

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member A

Print Date /[Iara: 26-05-2025

Print Date /Jara: 26-05-2025

Print Date /JTata: 26-05-2025
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/ q-. CERTIFICATE OF ANALYSIS
Dr.Reddy’s & CEPTH®VKAT AHAU3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: Letpua® TabieTky, DOKpPHITHIE IUIEHOYHOH 060s104Kk0H, 10 Mr

Market / PoiHOK : Russia / Poccns

Batch No./ . B2501573 Batch Quantity /. 55 ¢ G /955 kT

Cepus Ne Pa3zmep cepum

Analytical Repo:'t No./ . 2002FP25001259 Date of Analysis / . 24-05-2025

AnanutrHyeckuii oTuyer Ne Jlata anannsa

Date of Manufacture / . 15-04-2025 Date of Expiry / . 31-03-2028

JlaTa npon3BoAcCTBa T'onex no

Mfg. License No. / MA number: /

IIpou3BOACTBEHHASA : 63/RR/AP/96/F/R ’ JITI-Ne(005456)-(PI'-RU)
Homep PY

JvueH3us Ne

Analysis performed according ND / Ananu3s nposeaes mo HJI: JIII-Ne(005456)-(PT-RU)-150524

Ne  [Test/IlokasaTensn Result / PesyabTaThl Specification / Hopma

10  |Package / YnaxoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2blisters and patient information [or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 TabneToxk B |a carton. /

MBX/TIABX//antomunnerom 6muctepe. [[To 10 TabneTox B

[Mo 2 6nucTepa BMECTE C JIMCTKOM- [BX/TJIBX//antomunnesom 6aucrepe. o 2
BKJIaALIIIEM YIIAKOBAHEI B IIAYKY unu 3 Gancrepa BMECTE C JIMCTKOM-
KapTOHHYIO. BKNIAbILIEM YNAaKOBaHb! B MAYKY 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 / [IpoBOMATCS IPOM3BOIMTENEM TIPH BEITYCKe TEPHOIMYECKH: 1T Kaxaoi 20-0if cepur uiv He MeHee 1
pasa B rof. [lokasarens MoxeT GbiTh He BKIFO4eH B CepTudrkaT aHanusa GHpMEL.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: IIpomykT cooTBETCTBYET TpebosaHmsaM H]I 3axmoyenue: ONNOBPEHO

Prepared by / I[ToaroTtogneHo: Checked by / Ilposepeno: Approved by: Manager/Executive /

D. Latha - Quality control- Team N.V. Krishna - Quality control- Team Ono6peno: Menemxep / Pykoponureb

Member Ajay Kumar - Quality Assurance- Team

Member
\ g : Member A
/K PA/

Print Date /TaTa: 26-05-2025 Print Date /JTaTa: 26—6?—2025 Print Date /TaTa: 26-05-2025
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Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
HpoaykT: LleTpus® TabneTky, MOKPHITHIE IUIEHOYHOH 000J09K0M, 10 Mr
Market / PeiHOK : Russia / Poccus
Batch No./ . B2501573 Batch Quantity /. g55 ¢ /955 k1
Cepus Ne Pasmep cepuu
Analytical Repourt No./ - 2002FP25001259 Date of Analysis / . 24-05-2025
AHaJIUTHYecKHii oTyeT No JlaTa aHanu3a
Date of Manufacture / . 15-04-2025 Date of Expiry / . 31-03-2028
JlaTa NpoH3BOACTBA T'onen po
Mfg. License No. / MA number: /
TIpou3BoACTBeHHAs : 63/RR/AP/96/F/R £ . JIIT-Ne(005456)-(PT-RU)
Homep PY
JnueH3zuss Ne
Analysis performed according ND / Anasiu3 nposeaex no HI: JIII-Ne(005456)-(PT-RU)-150524

API name / Hanmenosanue ADC: Cetirizine dihydrochloride / IleTupu3nna AMIUAPOXIOPHA

INN / MHH: Cetirizine / HeTupuzux

API manufacturer batch number / BT00-24080, BT00-24080

Howmep cepuu npoussoguteiss ADC:

FP Manufacturer API Batch number / FBRA00641, FBRA00661

Homep cepun cyocTanuuu npouspoauress LJID:

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

Iponssoautens, ADPC, crpana: I'noxem Uupactpuec I1BT. JITn., Manua

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

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

HaumeHoBaHUe, aapec, JINIEH3US s Malkajgiri Distrist — 500090, Telangana State, India (license No

IponspoacTBeHHas nomaaka / Ilnomaaka KoHTpost 63/RR/AP/96/F/R). / TIpon3BoCcTBEHHOE NoApasaencHue-II,

KadecTBa / Ilnoimaaka Bbimycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Bwinamk, bauynanin Mannan, Memdan ManakaKTHpH
Huctpukt — 500090, mrat Tenanrana, Mupusa (JTunersns 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».

3akmogenne 0 cooTBeTcTBAN: «HacTosAImuM s MOATBEpPKAA0, ITO NPHBEACHHAN BhIIIe HAGOPMAII SBIAECTCA HOCTOBEPHOW H
TOYHOM. DTa Cepui NMPOAYKUHMH MpOU3BefeHa (BKIOYAas YMIAKOBKY (MapKHPOBKY) H KOHTPOJNb KadecTBAd) HA BHIIICYKA3aHHOW
[POM3BOACTBEHHOM Mommaake (IUIOMAAKax) B OJHOM COOTBETCTBHH ¢ TpeOGoaHMAMM IlpaBun Hamiexamiei NpOU3BOACTBCHHON
npaxTukd EBpasuiickoro skoHomudeckoro cowsa (GMP/EAEU/RU/00573-2022) u TpeboBaHMAMH KOHTPONS KadecTBa
JIEKapCTBEHHBIX CPEICTB, a TalkKe B COOTBETCTBUM €O CHELM(UKALUAMH, CONEPXKAIAMHUCA B PECHCTPAMOHHOM JOCHE CTPAHbI-
HMIIOpTepa. 3anmucyu MO MPOM3BOACTRY, YNIAKOBKE W AHAM3Y IPOBEPEHBI, H YCTAHOBJICHO MX COOTBETCTBHE TpebosaHuAM Ilpasun
HaJiexaleil IpoNu3BOACTBEHHOM NPakTHKU EBpasuiickoro 53KOHOMHYECKOIO COI03a».

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeyanne: IIpoAyKT cOOTBETCTBYET TpebopaHmaM HJI 3akmouyenne: OJIOGPEHO

Prepared by / TlonrorosneHo: Checked by / IlpoBepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team N.V. Krishna - Quality control- Team Opo6peno: Menemxkep / Pykoroaurens
Member Member Ajay Kumar - Quality Assurance- Team

L&p (g: Member . 7

Print Date /[aTa: 26-05-2025 Print Date /J]aTa: 26—05;2025 Print Date /JTata: 26-05-2025




