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Dr.Reddy’s “:’.

|

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: IeTpuH® TabNeTkH, MOKPHITHE IICHOUHOH 00001K0#, 10 M

Market / Ppinok : Russia / Poccus

Batch No. / . B2500481 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repo“rt No./ - 2002FP25000395 Date of Analysis / 25.02-2025

AnaJHTHYECKH# oT4yeT Ne JlaTa aHa/H3a

Date of Manufacture / . 10-02-2025 Date of Expiry / 31-01-2028

Jata npou3BoacTBa T'ogen ao

Mfg. License No. / MA ber: /

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

JHIeH3Hs No

Analysis performed according ND / Anann3s nposeaer mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

INe

'Test / Iloka3zaTennb

Result / Pe3ynabTaThl

Specification / Hopma

1

Description / Onucanne

ite coloured, round, biconvex film
coated tablet with a breakline on one side.
'White core on cross section. / Kpyrnsie
MBOSIKOBBINYKJIbIE TaGJIETKH, MOKPHITHIE
[UICHOYHOH 000JI04YKOif Oenoro npera, ¢
puckoii Ha OmHOH  CTOpoHe.
norepeyHoM paspese — sapo Genoro
Bera.

Hamourn OGemoro mBera, ¢ PHCKOM Ha OAHOM

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 JBOSKOBBIITYKJIbIE TabJeTKH,
MOKPBITHIE IUIEHOYHOH 060/104KO0# Georo iy

cropoHe. Ha norepeyHoM paspesze sApo o7
Oenoro 1o noyrH Geyoro 1BeTa.

Identification /
Hpenrnduxauunsn

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 standard
solution. /

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
reference standard solution (section "Assay").
BpeMs yAEp>KHBaHHS OCHOBHOIO MHKA H

BpeMs yaepKUBaHUA OCHOBHOTO ITHKA HAXPOMATOrpaMMe  MCITBITYEMOTO  PacTBOp
XpOMaTorpaMMe MCHBITYEMOro PacTBOPAIOIKHO COOTBETCTBOBATh BpeMeHH
COOTBETCTBYET BpEMEeHH ynepmaaa:m:l;aepmnsanm OCHOBHOTO MHKa HA
OCHOBHOTO TIMKa Ha XpOMarorpaMMexpoMaTorpaMMe  CTaHOApTHOTO  pacTBOP:
CTaHHapTHOTO pacTBOpa UETHPH3MHALETHPU3HHA rEIpOXJIopUaa (pazzen
TUAPOXJIOpUA. «KonuyecTBeHHOE OTIPENIENICHHEY).

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBETCTBYET TpeboBaHusaM HJJ

Conclusion: APPROVED /
3axnouenne: OJOBPEHO

Prepared by / [loarorosnexo: Checked by / Ilpoeepeno:
M. Brahmaji- Quality control- | D. Latha - Quality control- Team

Team Member Member | §

Approved by: Manager/Executive /
OpoGpeHo: Menenxep / Pykoronutenb
V. Prashanth - Quality Assurance- Team

Member tﬂM‘P

SR
Print Date /Jlata: 26-02-2025 Print Date /Jlata: 26-02-2025

Print Date /[lara: 26-02-2025
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Dr.Reddy’s Q-:-

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJITM3IA

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: LeTpHH® TabneTkn, NOKPHITEIE IIEHOYHOM 000J10uKOoH, 10 M

Market / Poinok

: Russia / Poccus

e e : B2500481 Batch Quantity / 955 KG/ 955 KT

Cepusi Ne Paszmep cepun

Analytical Repovrt No. / . 2002FP25000395 Date of Analysis / 25.02-2025

AHanuTHYeCKHif oTueT Ne JlaTa anannsa

Date of Manufacture / . 10-02-2025 Date of Expiry / 31-01-2028

Jara npou3BoacTBa T'onen xo

Mfg. License No. / MA ber: /

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

auuen3us Ne

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

INe Test / Iloxa3zarenn

Result / PeayasTaTsr

Specification / Hopma

UV- spectrophotometry /
Y®- cniekrpodoToMerpus

Complies / CooTBeTcTBYET

[The UV-spectrum of the test solution and the;

Cetirizine Hydrochloride reference standard
‘mlution in the range 200 nm to 400 nm should
rexhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm./ Y®-CreKTpsl NOTIOMEHUS HCTIBITYEMOTQ
pacTeopa H  CTaHZAPTHOIO pac*rnopa&
LEeTHPH3MHA THUApoxJIopuna B obnactu ot 200|-
0 400 HM JO/DKHEL UMETh MaKCHMYME]
MOrAOLIEHHs TPU OOHOM M TOIl e HINuHE
BOJIHBI C JOITYCTUMBIM OTKIIOHEHUEM + 2 HM.

3 Water content/

INot more than 8.0% /

CAHHHIL

CoaepixaHue BOABI 2.9% wiw /2,9% He 6onee 8,0 %
4 Bniformity of dosage units / Acceptance value (AV) should be not more
AHOPOAHOCTDb J03HPOBAHHBIX 29/29 than 15.0 / [Nokasarens npuemiemoctu (AV),

momkeH OpiTh He Donee 15,0.

5 Dissolution / PactBopenne

104%, 99%, 105%, 105%, 103%, 101%

INot less than 80% (Q) of the labeled amount
of C21HosCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAIBHOTO COAEPKAHUA
Ca21H2sCIN203-2HCI (nietupusnHa
iauruapoxnopun) yepes 30 MuH.

Remarks: The Product confirms to ND/
Ilpumeuanue: IIponykr coorBeTcTBYeT TpeGoBaHusIM HJI

Conclusion: APPROVED /
3axmoyenne: OTOGPEHO

Prepared by / IToarorosieHo:
M. Brahmaji- Quality control-
Team Member

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

Member l g

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBoautenn
V. Prashanth - Qualjty Assurance- Team
Member mg\lj

Print Date /ara: 26-02-2025

Print Date /Tara: 26-02-2025

Print Date /JTata: 26-02-2025




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets,
Mpoaykr: Lietpun® TabneTku, NOKPHITHIE TIIEHOYHOM 06004KOoiH, 10 Mr

10 mg

Market / Poinok : Russia / Poccus

Batch No. / . B2500481 Batch Quantity / 955 KG / 955 KI'

Cepusa Ne Pa3mep cepun

Analytical Repovrt No. / - 2002FP25000395 Date of Analysis / 25-02-2025

AHaauTHYeckni oTdeT No JlaTa anaau3a

Date of Manufacture / . 10-02-2025 Date of Expiry / 31-01-2028

HMara npon3BoacTBa T'ogen no

Mfg. License No. / MA ber: /

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

Jauensus Ne

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

Ne  [Test/Ioxasares Result / PesyabTathl Specification / Hopma
6 Impurities / IIpumecn
Impurity A/ INot detected / He o6HapyxeHa
Ipumecs A Not more than 0.2 % / ue 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Hinke
ITpumecs B npefena KoJi4ecTBeHHOro onpeaeneHus/Not more than 0.2 % / ue Gonee 0,2 %
Impurity C/ (IIKO = 0,010%)
[MTpumece C Not more than 0.2 % / ue Gonee 0,2 %
Impurity D / 0.02%/ 0,02%
[pumecs D INot more than 0.2 % / "e Gonee 0,2 %
Impurity E / Not detected / He o6HapyxeHa
IMpumecs E Not more than 0.2 % / ve 6osiee 0,2 %
Impurity F / 0.03% / 0,03%
[Tpumecs F INot more than 0.2 % / ne 6omnee 0,2 %
Less than LOQ (LOQ = 0.041%) / Hixe
Any individual unidentified npejena KOJIM4ECTBEHHOTO OIpeAe/IeHHs
impurity / Jlro6as equHr4Has (IIKO = 0,041%) Not more than 0.2 % /
HEHIEHTH(HULIHPOBAHHAA IPUMECD He bonee 0,2 %
0.07%/0,07%
'Total impurities / Not more than 2.0% /
CymMa npumeceii He Sonee 2,0%
0.2% /0,2%
7 Assay / Koauyecrsennoe Not less than Y.U mg and not more than
onpeneleHue 11.0 mg C21H25CIN203-2HCI (cetirizine
10.05 mg/ 10,05 mr dihydrochloride) in tablet (between 90,0 %
100.5% / 100,5% and 110,0 % of label claim)./ Ot 9,0 Mr xo
11,0 mr C;1H25CIN,O5-2HCI (uetnpusuta
nurugpoxaopua) B taberke (ot 90,0 % no

Remarks: The Product confirms to ND/
Ilpumeuanne: Ipoaykt cooTBercTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / IToarorosneHo:
M. Brahmaji- Quality control-
Team Member

A sy

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

Member L&ﬁ"

Approved by: Manager/Executive /
OnobpeHo: MeHemxkep / PykoBoauTensb
V. Prashanth - Quality Assurance- Team

Member m‘(ﬂp

Print Date /JTata: 26-02-2025

Print Date /JlaTta: 26-02-2025

Print Date /I{ara: 26-02-2025




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
IMpoayxr: IetpuH® TabneTkH, MOKPHITHIE INICHOYHOM 000J104KOM, 10 M
Market / Poinok : Russia / Poccus
Batch No. / . B2500481 Batch Quantity / 955 KG /955 K[
Cepus Ne Pa3zmep cepun
Analytical Repovrt No./ . 2002FP25000395 Date of Analysis / 25-02-2025
AHanuTHYecKknii oTyeT No Jara anann3za
Date of Manufacture / . 10-02-2025 Date of Expiry / 31-01-2028
Jara mpounsBoacTBa T'ogen g0
Mfg. License No. / MA ber: /
Ilpou3BoacTBeHHAS : 63/RR/AP/96/F/R e JITI-Ne(005456)-(PT-RU)
Homep PY

JIHIIeH3usa Ne
Analysis performed according ND / Anasu3 nposexen mo HJI: JIT-Ne(005456)-(PI'-RU)-150524

[ Test / IloxazaTrenn

Result / PezyasTatsi

Specification / Hopma

110,0 % oT HOMHHAIBEHOTO COAEPIKAHUS).

8 Subdivision of tablets /
J/lenenue Tadnerox

Complies / CooTercTtByeT

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. /
TabneTk# COOTBETCTBYIOT TPEOOBaHHAM, €CITH
He Gontee 1 emMUHMYHAS Macca OTKJIOHASTCS 3a
npeaensl 85%-115% ot cpenHeli Macckl.
TabneTkH HE COOTBETCTBYIOT TPEOOBAHUAM,
ecni Oonee ueM | MHOUBHAYyallbHAsA Macca
OTKIOHAETCA OT 3THX NPEIEIIOB WM, eciH 1
MHIMBHIYANbHAS Macca OTKIIOHSETCS 3a
npeznens 75%-125% ot cpenHeit MacchL.

9 Microbiological purity® /

Muxpoduonoruueckast
4yHeTOTA*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
Obmee 4HCIIO a3pOGHBIX He 6onee 1000 KOE/r
MHKPOOPraHH3MOB
Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Ob1uee 4ucao He 6onee 100 KOE/r
IPOMCOKEBBIX U IUIECHEBBIX TPHOOB
c) E. coli Not Applicable Shall be absent in 1g/ OtcyrcTBue B 1 r

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

IIpnmedanue: IIpoaykT cooTBeTcTBYET TpeGoBanusam HJT

3axknwuenne: OTOBPEHO

Prepared by / Iloarorosieno:
M. Brahmaji- Quality control-
Team Member

ik are

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

Member ;

Approved by: Manager/Executive /
Opno6peno: Mernemxkep / PykoBoauTenb
V. Prashanth - Quality Assurance- Team

Member D[ ﬂ( )
t

Print Date /Tata: 26-02-2025

Print Date /Jlata: 26-02-2025

Print Date /[Tata: 26-02-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

TIpoaykr: HerpuH® TabneTku, MOKpPHITHIE IEHOYHOM 060104KOM, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500481 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP25000395 Date of Analysis / 25.02-2025

AHanuTHYecKHIi oT49eT Ne JaTta ananuza

Date of Manufacture / . 10-02-2025 Date of Expiry / 31-01-2028

JaTa npon3BoaCTBa Togen go

Mfg. License No. / MA ber: /

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

JUneH3usa Ne

Analysis performed according ND / Anaau3 nposexen mo HJ: JIIT-Ne(005456)-(PT-RU)-150524

INe Test / Iloxa3zaTeas

Result / Pe3ynsTaTsl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabnerok B
[To 3 6nucTepa BMecTe C JIUCTKOM-

BKJTAZIEILIEM YIIAKOBAHEL B ITAYKY
KapTOHHYIO.

blister. 3 blisters and patient information

[IBX/TIABX//amoMutuesom GitucTepe.

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

[To 10 TabneTok B
MBX/TTIBX//amomunmnerom baucrepe. [1o 2
HIH 3 GircTepa BMECTE C JIMCTKOM-
BKJIa[BIIIEM YIIAKOBAHEI 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
Cartifinnta of Analynin / TIpARNIITAS TRABMDATIITATOM TG DOITYOWC TICRHOJETICOTRN! T eavg ol 20-05 ccpint s 11e menee 1

pasa B rof. IlokasaTens MoxeT ObITE He BKIOueH B Cepridukar aHamusa GUpMBIL.

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykT coorBercTByeT TpeGoaHusam HJI

Conclusion: APPROVED /
3akmouenne: ONOBPEHO

Prepared by / IloarotoBneHo:
M. Brahmaji- Quality control-

Team Member <z

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

Member | ;

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykorogurenb
V. Prashanth - Quality Assurance- Team

Member U.Mp

Print Date /JTata: 26-02-2025

Print Date /JJata: 26-02-2025

Print Date /arta: 26-02-2025




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS
CEPTHO®HNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxt: IeTpuu® TabneTkH, NOKPHITHIE MIEHOYHOH 06010uKOH, 10 M

Market / Poinok : Russia / Poccusa

Batch No. / . B2500481 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repo“rt No./ - 2002FP25000395 Date of Analysis / 25-02-2025

AHaJIuTHYECKHIi oTueT Ne JaTa anaausza

Date of Manufacture / . 10-02-2025 Date of Expiry / 31-01-2028

JlaTa npon3BoacTBa T'onen xo

Mfg. License No. / MA number: /

TIpouszBoacTBeHHAN : 63/RR/AP/96/F/R ke JIII-Ne(005456)-(PT'-RU)
Homep PY

JHIeH3usa Ne

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

Cetirizine dihydrochloride / IleTHpu3una auruapoxnopun
Cetirizine / Lletnpusun

API name / Hanmenosanue A®C:
INN / MHH:

API manufacturer batch number / BT00X24007
Homep cepun mponssogutens A®C:
FP Manufacturer API Batch number / FBRAO00616

Homep cepun cyGeranunn npoussogurens IJID:
API Manufactured by & country /
IIpoussogurens ADC, ctpauna:

Glochem Industries Pvt. Ltd., India /
I'noxem Uupactpuec Ier. JIta., Uupus

Name, address, authorization No for - FP
manufacturing site / Control site / Release site /
HanmenoBanue, agpec, JIHIEH3UA 11K
IpoussoacTeenHas mromaaxa / Iliowaaxa KOHTPOAR

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). / TipouarancTReHHNE inApasaeneame-11,

Yuyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynamuiu
Buwiamk, bauynamnu Mangan, Menuan Manakamxrapu
Huctpukr — 500090, wrar Tenanraua, Uuaus (JTuuensus Ne
63/RR/AP/96/F/R).

kauecTBa / Ilnomaaka Beimycka

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.

3akaoyenue o cooTBeTcTBMH: «HacToAIMM 5 MOXTBEPIKAAIO, YTO NPUBENEHHAS BHIIE HHMOPMAIMA ABIAETCA JOCTOBEPHOM M
TOYHON. JTa Cepys NPOAYKUMH TpousBenieHa (BKMOYAst YNAKOBKY (MapKMPOBKY) M KOHTDOJb KauecTBa) HA BBILEYKa3aHHOM
NPOM3BOJCTBEHHON ITOWake (MIOMaaKaX) B MOJHOM COOTBETCTBHH C TpeGoBaHusamu IIpaBui HaasexanieH IpOH3BOACTBEHHOM
npakTHkM EBpasniickoro skoHomuueckoro corwosa (GMP/EAEU/RU/00573-2022) W TpeGOBaHMAMH KOHTPOJS KauecTBa
JIEKApCTBEHHBIX CPEICTB, 2 TAKKE B COOTBETCTBHH CO CIEHU(MHKALMAMY, CONEPKAIIUMHUCA B PECHCTPALIMOHHOM JOCHE CTPAHEI-
UMIopTepa. 3alKcH 10 NPOU3BOACTBY, YNAKOBKE H aHAJIN3Y NPOBEPEHS], M YCTAHOBJEHO MX COOTBETCTBHE TpeGoBanuaM I[Ipapui
Ha[UIEKAIIEH NPOU3BOACTBEHHO} NpakTHku EBpasuiickoro 3KOHOMHUYECKOT0 CO3aY.

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Remarks: The Product confirms to ND/
Ilpumeuanmne: Ilpoaykr cootBeTcTBYET TpebopaHusam HJJ

Prepared by / TloarotrosneHo: Checked by / ITpoeepeno: Approved by: Manager/Executive /
M. Brahmaji- Quality control- D. Latha - Quality control- Team Onob6peHo: Menemxkep / PykoBoautens
Member V. Prashanth - Quality Assurance- Team

Team Mf:mbenWc

Print Date /Jlata: 26-02-2025

Member

17

Print Date /Jlata: 26-02-2025

Print Date /[Tarta: 26-02-2025




