»

Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJINU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Llerpua® TabneTkH, NOKPHITHIE NIEHOYHOH 06ooykoi, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500485 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Paszmep cepnu

Analytical Repourt No. / . 2002FP25000443 Date of Analysis / 28-02-2025

AHaJIUTHYeCKHii oT9eT No JlaTra ananmnsa

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JlaTa npousBoacTBa Toaen no

Mfg. License No. / MA ber: /

IIpom3BoACTEEHHAAS : 63/RR/AP/96/F/R fiim ver: JHI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3HsA Ne

Analysis performed according ND / Ananu3s npoBeaen mo H/I: JITI-Ne(005456)-(PI'-RU)-150524

Ne  [Test / IlokasaTenn Result / PezyabTaTh!

Specification / Hopma

1 Description / Onucanne

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

TBOSKOBBIMYKJIBIE Ta0JIETKH, l'lDKpthLI:]
[UIEHOYHOH 000JI0uKOi Genoro Bera, ¢

pHUcKOH Ha OOHOH  CTOpOHe.
nomepedHOM paspe3e — sAnpo OGenorg
[BeTa.

Hanouytn Gemoro IBeTa, C PHCKOH Ha OOHOM

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 JBOSKOBHIMYKJIBIE TabJIeTKHY,
NOKPBITHIE INIEHOYHOH 06010uK0i1 Oenoro win

cropone. Ha mormepedHoM paspese sApo 01
0enoro 1o o4t GENOro IBeTa.

2 Identification /
HpenTndpuxauus

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

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

Hydrochloride reference
olution. /

standardreference standard solution (section "Assay").

Bpems yHAep>KHBaHMS OCHOBHOTO IIMKa H:l

Bpems yaepKuBaHuA OCHOBHOIO NMKA HAXPOMATOTpaMMe  MCIIBITYEMOIO  PacTBOp:
XPOMAaTorpamMMe HCIBITYEMOIO PacTBOPAA0IIKHO COOTBETCTBOBATH BpeMeHH
COOTBETCTBYET BpPEMEHH YIEpPKHBaHHUAYISPKHUBAHHA OCHOBHOTO KA H
OCHOBHOTO THMKa Ha XpPOMAaTOrpaMMEXpOMaTorpaMMeé  CTaHAPTHOro paC'rBopj
CTAHEApTHOTO pPacTBOpa LETHPW3HHALIETUPH3IMHA rUAPOXJIOpHaa (pa3men
CHOPOXIIOpHIA. KonuuecTBeHHOe ONpEIeNCHHe»).

Remarks: The Product confirms to ND/
ITpumeyanue: IIponykT coorBercTBYET TpeboBanuam HJL

Conclusion: APPROVED /
3akarouenue: ONOBPEHO

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

Member g

KVYV.Satyanarayana - Quality control-
Team Member ﬁ

Approved by: Manager/Executive /
Onobpeno: Meunemkep / Pykoroaurens
V. Prashanth - Quality Assurance- Team

Member y nv\D

Print Date /ara: 28-02-2025 Print Date /Jlata: 28-02-2025

Print Date /JTata: 28-02-2025




]

Dr.Reddy’s ‘%.‘.

CERTIFICATE OF ANALYSIS

CEPTH®HNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

ITpopykr: IleTpuH® TabneTky, MOKPHITHIE IUIEHOYHO 060s0yKoi, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500485 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepuu

Analytical Repo“rt No./ . 2002FP25000443 Date of Analysis / 28-02-2025

AHanutudeckuii oTueT No Jara ananuza

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JaTa npousBoacTBa TI'onen oo

Mfg. License No. / MA numbers /

TIpou3BoacTEeHHas : 63/RR/AP/96/F/R — JITI-Ne(005456)-(PT-RU)
Homep PY

JiHuen3usi Ne

Analysis performed according ND / Auann3 nposeaen no HJ: JIII-Ne(005456)-(PI'-RU)-150524

Ne Test / Iloka3zaTean

Result / PesyabTaThi

Specification / Hopma |

UV- spectrophotometry /
Y @- cniektpodoTromeTpus

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 ®-creKkTpsl OTJOIEHHS HCIIBITYEMOTO
pacTBopa W CTaHOapTHOTO  pacTBopa
LeTHpH3HHa rUApoxyiopuaa B obxact ot 200
no 400 HM [OKHBEI HMETh MaKCHMYMBI
MOTrJIOIEHHA NPU OAHOW M TOH e JIJIHHE]
DOJILI C JOITYCTHMBIM OTIUIOIICIIHCM =+ 2 IIM.

Water content/
CoaepsxaHue BOAbI

2.9% wiw [/ 2,9%

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

4 Uniformity of dosage units /
OIHOpPOAHOCTL JO3HPOBAHHLIX
eAMHHI

6.1/6,1

Acceptance value (AV) should be not more
than 15.0 / INoka3arens npuemiaeMocT (AV)
\momkeH ObiTE He Gonee 15,0.

Dissolution / PactBopenne

98%, 97%,98%, 98%0,98%, 101%

INot less than 80% (Q) of the labeled amount
of C1HpsCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIEHOT'O COAEPIKAHUS
C21Ha5CIN203-2HC] (uetvpusuHa
Lluru,upoxnopnn) yepe3 30 MuH.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

ITpumeuanue: Ilponyxt coorBeTcTByeT TpeboraHmsam HJ{

3axnwouyenne: OJIOBPEHO

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

Member | g f

Checked by / IlpoBepeHo:
KVV .Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBonurens
V. Prashanth - Quality Assurance- Team

Member WV{]P

Print Date /JTara: 28-02-2025

Print Date /Jlata: 28-02-2025

Print Date /Hara: 28-02-2025




Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Hetpuu® TabneTku, HOKPLITHIE TIIEHOUHOM 060104K0it, 10 Mr
Market / PeiHox : Russia / Poccus
RAtC g ¥ : B2500485 Batch Quantity /. o551/ 955 kT
Cepun Ne Pasmep cepun
Analytical Repourt No. / . 2002FP25000443 Date of Analysis / 28-02-2025
AHaJHTHYeCcKHi oTueT Ne JlaTa anajau3a
Date of Manufacture / . 14-02-2025 Date of Expiry / . 31-01-2028
JlaTa npou3BoacTBa Tomen g0
Mfg. License No. / MA number: /
TIpoM3BoACTBeHHAs : 63/RR/AP/96/F/R fnumoer: :  JII-Ne(005456)-(PT-RU)
Homep PY
JHIEeH3Hs No
Analysis performed according ND / Anaaus nposened mo HI: JITI-Ne(005456)-(PT-RU)-150524

E‘ﬁz ITest / Hlokazarean Result / Pe3yabTaThl Specification / Hopma
6 Impurities / IIpumecn
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hixe npenena o6HapyxeHus
[Tpumecs A (ITO = 0,005%) INot more than 0.2 % / e 6onee 0,2 %
Impurity B /
[Tpumecrs B Less than LOQ (LOQ = 0.010%) / Husxe [Not more than 0.2 % / e Gonee 0,2 %
Impurity C/ npenena KOJIHYECTBEHHOTO OTIPEACCHHs
IMpumecs C (IIKO = 0,010%) Not more than 0.2 % / ue 6onee 0,2 %
Impurity D /
[Tpumecs D 0.03%/ 0,03% INot more than 0.2 % / ne 6onee 0,2 %
Impurity E /
[Mpumecs E Not detected / He 06HapyxeHa Not more than 0.2 % / ve 6onee 0,2 %
Impurity F /
[Mpumect F 0.03%/ 0,03% Not more than 0.2 % / e 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlro6as equHuUHasS 0.015%) / Hwke npenena o6Hapyskennsa [Not more than 0.2 % /
HeneHTHHLIHpoBaHHas npumecs (110 = 0,015% e 6onee 0,2 %
0.07%/0,07%
Total impurities / 0.2%/0,2% INot more than 2.0% /
CymMa npumeceii He Gonee 2,0%
7 Assay / KonmuuyecTBeHHOe Not less than 9.0 mg and not more than
onpeaeneHHe 11.0 mg CzH,sCIN>O3-2HCI (cetirizine
10.00 11 / 10,00 mr- dihvdrochlooride) in tabkft (between 90,0 %
100.0% / 100.0% land 110,0 % of label claim)./ Ot 9,0 Mr oo
i 11,0 Mr Cz;Hz5sCIN2O3-2HCI (uerupusuHa
imurunpoxiopun) B Tabnerke (ot 90,0 % 1o
110,0 % oT HOMHHAJIBEHOIO conepKaHus).

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: IIponykt cooTBeTCTBYET Tpeborannam HJT 3axmoyenue: O JOBPEHO
Prepared by / TTonrorosineHo: Checked by / IIporepeHo: Approved by: Manager/Executive /

D.Latha- Quality control- Team | KVV.Satyanarayana - Quality control- | Ono6peno: Menemxep / Pykosoaurens
Member L&{i,— Team Member d/ V. Prashanth - Quality Assurance- Team

Member
Print Date /J{ata: 28-02-2025 Print Date /ara: 28-02-2025 Print Date /Hara: 28-02-2025




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUONKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpuH® TaGNeTKH, MOKPHITHIE MNIEHOYHOH 060n04Koi, 10 MP
Market / Poinok : Russia / Poccus
Batch No. / . B2500485 Batch Quantity / 955 KG /955 KI
Cepus Ne Pasmep cepun
Analytical Repourt No./ . 2002FP25000443 Date of Analysis / 18-02-2025
AHannTHYecKHIi oTyeT Ne Jara anasuza
Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028
JlaTa nponsBoacTBa TI'onen mo
Mfg. License No. / MA ber: /
IIpou3BoACTBeHAAs : 63/RR/AP/96/F/R FRIDCH JITT-Ne(005456)-(PT-RU)
Homep PY
Juen3usa Ne
Analysis performed according ND / Ananns nposenen no HJI: JITI-Ne(005456)-(PT-RU)-150524

p‘@ Test / Ilokasatenn

Result / PesyabTaThl

Specification / Hopma

.18 Subdivision of tablets /
Jlenrenne Tadaerox

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. /
TabneTku COOTBETCTBYIOT TPeOORAHHAM, €CIIH
He Oonee 1 eTMHMYHAS Macca OTKJIOHSETCS 3a

npenensl 85%-115% ot cpenueii MacchL.
TabneTkyn He COOTBETCTBYIOT TpeOOBaHMAM,
ecnu Gonee yeM 1 MHAUBUOYaNbHas Macca
OTKJIOHAETCSA OT 3TUX NPEIEIIOB HITH, €Iy 1
MHAMBUAYaJbHas Macca OTKIOHAETCS 3a
npenenst 75%-125% ot cpenHel Macchl.

9 Microbiological purity* /
MuxpoGuoiornyeckast
YHCTOTA®

a) Total aerobic microbial count /
Ob1ee 9ucno adpoGHEIX
MHKpPOOPTraHU3MOB

b) Total combined yeasts and
mould count / O61ee uncno

IPOAOKEBEIX H INICCHEBLIX I‘pI/I60B

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/ Otcyrctnue b 1 ¢

Remarks: The Product confirms to ND/
Ilpumeuanme: IIpoaykr cooreeTcTBYeT TpeboBaHMsIM H]T

Conclusion: APPROVED /
3axarodenne: OJOBPEHO

Prepared by / ITonrorosieHo: Checked by / TIposepeHo:
D.Latha- Quality control- Team

Member \ g

Team Member

KVV.Satyanarayana - Quality control-

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

Member \[M\O

Print Date /[{ata: 28-02-2025 Print Date /Jlata: 28-02-2025

Print Date /JTata: 28-02-2025




¥

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Mpoayxr: LHerpun® TabneTky, NOKPHITEE TNIEHOUHOH 060/1049K0H, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500485 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pasmep cepun

Analytical Repo“rt No. / . 2002FP25000443 Date of Analysis / 28-02-2025

AHanuTHYecKHii oT4eT Ne JlaTa aHann3a

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JlaTa mpousBoacTBa T'open no

Mfg. License No. / MA ber: /

IIpoussoacTBeHHan : 63/RR/AP/96/F/R e JITT-Ne(005456)-(PT'-RU)
Homep PY

JUIeH3usa Ne

Analysis performed according ND / Anasns nposeaen no HJ: JITI-No(005456)-(PT-RU)-150524

\No 'Test / Iloxa3zaTenn

Result / PesynbTaThl

Specification / Hopma

10 Package / Ynakoska

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabnerok B
ITo 3 6aucTepa BMECTE C JIMCTKOM-

BEJIaIbILLIEM YIIAKOBaHEI B MTA4YKy
KapTOHHYIO.

e

blister. 3 blisters and patient information

MBX/TIBX//amomunneBoM Gnucrepe.

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

[To 10 Tabnerok B
[MBX/TIJIBX//antomunuesom Grrctepe. ITo 2
1K 3 OmucTepa BMECTE C IMCTKOM-
BKJIAJIBIIEM 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 / IIpoBoauTCs NPOU3BOAUTENEM NPH BBITYCKE MEPHOAMMECKH: JUTA KaXHoi 20-0i cepun uim He MeHee 1
pasa B rox. [lokazarens mMoxer GbITh He BKIIOYeH B Ceprudukar aHanusa GUpMeL,

Remarks: The Product confirms to ND/
IIpumeyanue: IIpoaykT cooTBeTCTBYET Tpebosanuam HJL

Conclusion: APPROVED /
3axkmwodyenne: OJOBPEHO

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

Member 2

Checked by / ITposepeno:
KVV.Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBogurens
V. Prashanth - Quality Assurance- Team

Member i ﬂ\dﬂ

Print Date /Jlata: 28-02-2025

Print Date /[lata: 28-02-2025

Print Date /[lara; 28-02-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LeTpua® TabneTkH, MOKpPHIThIE NIEHOYHOH 06osiouKok, 10 mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2500485 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repourt No./ . 2002FP25000443 Date of Analysis / 28-02-2025

AnanutHueckuii oTyeT No JlaTa aHanu3a

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JlaTa npon3BoacTBa T'onen mo

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAS ¢ 63/RR/AP/96/F/R umbers JITT-Ne(005456)-(PT-RU)
Homep PY

Jaunen3ua Ne

Analysis performed according ND / Ananus npoBeaen mo HJ: JITT-Ne(005456)-(PT'-RU)-150524

Cetirizine dihydrochloride / [leTupu3uHa AMruapoxJIOpun
Cetirizine / Lletupusux

API name / HaumenoBauue ADC:
INN / MHH:

API manufacturer batch number / BT00-24075
Homep cepnu npounssoautens ADPC:
FP Manufacturer API Batch number / FBRA00612

Howmep cepun cyGcranuun npoussoautens LJIP:
API Manufactured by & country /

Glochem Industries Pvt. Ltd., India /

ITpoussoantens ADC, cTpana:

I'moxem Hupactpuec [T, JITn., UHous

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, agpec, THUEHIUS I
IIpousBoacTBesHasi momagka / ILnomaaka KoHTpoJIst
kadecrBa / Ilnowaaka BeInycka

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). / TIpouspofcTBeHHOE Noapasaeaenue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&383, bauynannu

Bunmnamx, bauynannu Mannan, Menuan Manakamkrupu
Juctpukt — 500090, wrar Tenaurada, Maaus (JluueHsus 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».

3akJ04eHde 0 cooTBeTcTBHH: «HacTOSIMHUM 5 OATBEPKAA0, YTO NPHUBEACHHAs BhIlle HHGOPMaUKs ABIAECTCS JOCTOBEPHOH H
TOYHOH. DTa cepusl MPOAYKLHH Mpou3BeleHa (BKIOYas YMAKOBKY (MapKHPOBKY) H KOHTPOJb KadecTBa) Ha BHIIEYKa3aHHOI
MPOU3BOACTBEHHOM Miomaake (IIomaakax) B IOJIHOM COOTBETCTBHM ¢ TpeOoBaHUAMH IIpaBun Hapiexamei npou3BOICTBEHHOM
npakTukn EBpasniickoro skoHoMuueckoro cotoza (GMP/EAEU/RU/00573-2022) u TpeGoBaHHUAMH KOHTPOJSL KadecTBa
TEKANCTREHHRX CNENGTR, A TAKKE R CONTRETCTRUW €0 CTIRTTHAHUKATINAMY, CANEMKATTIAMHUGS R NETHCTPATTHOHHOM N10CKE CTPAHRI-
UMIIOpTepa. 3anucH 1Mo POU3BOACTBY, YIIAKOBKE M aHalMU3y NMPOBEPEHbI, H YCTAHOBJIEHO MX COOTBETCTBHE TpebopaHUAM IIpaBun
HaJexalnei mpou3BoACTBeHHO! npakTHkU EBpasuiickoro SKOHOMUYECKOTr0 COK3ay.

Remarks: The Product confirms to ND/
ITpumeuanue: IpoxykT cooTBercTBYET TpeboBanmsiM HIT

Conclusion: APPROVED /
3axmwuenne: OJJOBPEHO

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

Member k&&‘/ﬂ

Checked by / IIpoepeHo:

KVV.Satyanarayana - Quality control-
Team Member ‘é’/

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

Print Date /Jara: 28-02-2025

Print Date /ata: 28-02-2025

Print Date /[lata: 28%92-2025




