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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: LleTpnH® TabneTKH, MOKPHITHE MICHOYHOM 060104uKO#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500114 Batch Quantity / 955 KG /955 KT

Cepns Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000068 Date of Analysis / 16-01-2025

AHaxuTnyecknii oruer Ne JlaTa ananusa

Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027

JlaTa npousBoacTBa Tonen go

Mfg. License No. / MA number: /

TIpon3BoACTBeHHAsT : 63/RR/AP/96/F/R umoer: JITI-Ne(005456)-(PT-RU)
Homep PY

JIMIEH3HA Ne

Analysis performed according ND / Auauu3s nposeaen mo HJI: JIII-Ne(005456)-

(PI'-RU)-150524

Ne Test / IlokazaTenn Result / Pe3ynsTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrizie
IBOSIKOBBIITYKJIbIE TaOJIETKH, MOKPHITHIC
[UICHOYHOM 000J104K0i1 GeNoro LBera, ¢
puckoli Ha oxmHO#l cropoHe. H
fonepeyHoM paspese — fapo Oesoro
[BETA.

1 Description / Omucanne

b

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

Kpyrnsie IBOSIKOBBIITYKJIBIE TabJeTKH,
MOKPBITBIE INICHOUHOH 060JI04K0¥ GeJIoro 1y
nouytH Oemoro LBera, C PUCKOH Ha OAHOL
cTopoHe. Ha nonepedHoM paspeze sapo oTl
Oenoro 1o moutH 6e10ro LBeETA.

b

The retention time of the main peak in the
chromatogram of test solution comply]
with the retention time of the main peaki
in the chromatogram of Cetirizine
Hydrochloride reference

Identification /
Haentudukanus

HPLC / BOXX

standardreference standard solution (section "Assay").

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

solution. /
BpeMst yiep:KUBaHKsA OCHOBHOTO IHKA H

CTaHNAPTHOTO
rUIPOXJIOpHIA.

pacTBOpa

XpOMAaTOrpaMMe MCHBITYEMOrO PAacTBOPANOIKHO
COOTBETCTBYET BPEMEHH YAEPIKMBaHHAYIECPKHBAHUA
OCHOBHOTO TIMKa Ha XpOMaTorpamMMexpoMarorpamme
LETHPU3HHALIETHPH3HHA

chromatogram of Cetirizine Hydrochloride
Bpemsi yAepKMBaHHS OCHOBHOTO MHKA H
XpPOMAaTOrpaMMe  HCIBITYEMOTO pacmop:]
COOTBETCTBOBATh BpeMEHH

OCHOBHOI'O H1Ka H
CTaHJapTHOTO paC'rBop:I

TUAPOXJIOpUIA (pa3pen
«KonuuecTBeHHOE OMpeneneHue).

Remarks: The Product confirms to ND/
Ilpumeyauue: [Ipoaykt cooTBeTCTBYET TpeGoBanHuam H)

Conclusion: APPROVED /
3akawuenne: OJOBPEHO

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

G ="

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

Member VL!X

Print Date /JTata: 16-01-2025 Print Date /Jata: 16-01-2025

Print Date /HaTa: 16-01-2025
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Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets

10 mg
b
Mpoayxr: UeTpuu® TabneTkH, NOKPHITEE MIEHOYHOH 060104K0i, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2500114 Batch Quantity / 955 KG/ 955 KT

Cepus No Pasmep cepun

Analytical Repourt No./ . 2002FP25000068 Date of Analysis / 16-01-2025

AHaJINTHYECKHI 0TYeT No JaTta ananusza

Date of Manufacture / . 26.12-2024 Date of Expiry / 30-11-2027

JlaTa nponssoacTea T'ogen ao

Mfg. License No. / MA number: /

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

aunensus Ne

Analysis performed according ND / Ananns npoeeaen no HJI: JI IT-Ne(005456)-(PT-RU)-150524

Ne est / IlokazaTens

Result / PesyabTaThi

Specification / Hopma

UV- spectrophotometry /
Y- cnexkrpodoromerprs

Complies / CooTeercTBYET

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 ®-cHeKTpH! NOTIOMEHH HCIBITYEMOTO
pacTBopa M CTaHOAPTHOTO pacmopa~
LETHPH3HHA THApPOXJIOpHIa B o6nactu ot 200
o 4N HM INTWHEE  WAMATL MAKCHMYMLI
MOTJIOIEHHA TIpY ONHOW M TOM e MmIMHe
BOJIHB! C JJOMYCTHMBIM OTIJIOHEHHEM + 2 HM.

Water content/
Coaep:xxaHne BoabI

3.6% w/w/3,6%

Not more than 8.0% /
He Gonee 8,0 %

Uniformity of dosage units /

eqHHHIT

OHHOPOJIHOCTB AO3HPOBAHHBIX

2.8/2,8

Acceptance value (AV) should be not more
than 15.0 / ITokazarens npuemiaemoctr (AV)
\nomnxeH ObITh He Gonee 15,0.

Dissolution / PactBopenne

99%, 100%, 100%, 95%, 100%, 99%

Not less than 80% (Q) of the labeled amount
of C21H2sCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHANEHOIO COAEPXKAHM
C21H25CIN203-2HCI (uetupusuna
Wruapoxiopun) yepes 30 Mux.

Remarks: The Product confirms to ND/
Ipumeuanue: IIpoayKT cooTBETCTBYET TpeGopanmam HIJ

Conclusion;: APPROVED /
3akarouenne: OJOBPEHO

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

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

Member 4

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykosoauTtens
Ajay Kumar - Quality Assurance- Team
Member )

<]

Print Date /JlaTa: 16-01-2025

Print Date /[ara: 16-01-2025

Print Date /J{ata: 16-01-2025
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LeTpuH® TabneTku, MOKPHITHIE TUIEHOYHOM 0001049K0M, 10 MI

Market / Peinok : Russia / Poccua

Batch No. / . B2500114 Batch Quantity / 955 KG / 955 KI'

Cepus Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25000068 Date of Analysis / 16-01-2025

AHanuTHYECKHIT oTyeT No JlaTa aHaansa

Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027

JlaTa npon3BojacTBa T'ogen mo

Mfg. License No. / MA ber: /

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

auueH3ns No

Analysis performed according ND / Ananu3 nposeaen no HJ: JITI-Ne(005456)-(PT'-RU)-150524

Ne  [Test / lokazarens Result / PezynbTaTst Specification / Hopma
6 Impurities / IIpumecn [Less than Limit of Detection (LOD =
0.005%) / Hixe npenena oOHapyxeHus
Impurity A / (I10 = 0,005%)
[Mpumeck A Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
[Tpumecs B ripesiena KoJIm4ecTBeHHOro onpenenerusNot more than 0.2 % / He Gonee 0,2 %
Impurity C / (IIKO = 0,010%)
[pumecs C . INot more than 0.2 % / ue 6onee 0,2 %
Impurity D / Less than LOQ (LOQ = 0.017%) / Huxe
1 Ipumecs D nmpezesia KOMMYECTBEHHOro onpeaeneHus|Not more than 0.2 % / ne 6onee 0,2 %
Impurity E / (ITKO = 0,017%)
[Mpumecs E Not more than 0.2 % / ue Gonee 0,2 %
Impurity F / Not detected / He o6Hapyxkena
[Mpumecs F Not more than 0.2 % / He 6onee 0,2 %
0.02%/ 0,02%
Any individual unidentified
impurity / Jlrobas eauHugHas INot detected / He oGuapyxena INot more than 0.2 % /
HeUJIeHTUGULIMPOBaHHASA TIPUMECH He 6onee 0,2 %
0.05%/ 0,05%
0.1%/0,1%
Total impurities / INot more than 2.0% /
CymMmMma npumeceii He 6onee 2,0%
7 Assay / KoiindecTBeHHO®E Not less than 9.0 mg and not more than
onpeneaeHne 11.0 mg CzHz5CIN;O3-2HCI (cetirizine
10.07 mg / 10,07 mr dihydrochl::ridc) in tablfft (between 90,0 %
100.7% / 100.7% fand 110,0 % of label claim)./ Ot 9,0 Mr Ji0
i 11,0 mr Cz;HasCIN2O;3-2HCI (uerupusuna
inuruapoxnopun) B rabnerke (ot 90,0 % no
110,0 % OT HOMHHAJILHOTO CONEPKAHNA).

Remarks: The Product confirms to ND/
Ilpumeuanne: TIpoaykT coorBeTcTBYeT TpebopanmsiM H]|

Conclusion: APPROVED /
3aknwuenne: OJOBPEHO

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

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

Member
4

Approved by: Manager/Executive /

Opobpeno: Menemxkep / Pykoponutens
Ajay Kumar - Quality Assurance- Team
Member

n

el

Print Date /ata: 16-01-2025

Print Date /[Tata: 16-01-2025

Print Date /dara: 16-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ilpoaykr: Herpuu® tabneTky, MOKpHITEIE ICHOYHO 06osoukoii, 10 Mr

JIHneH3us No

Market / Peinok : Russia / Poccus
Batch No. / . B2500114 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pa3mep cepuu
Analytical Repovrt No./ . 2002FP25000068 Date of Analysis / 16-01-2025
Ananurudecknii oTyeT Ne JaTa ananuza
Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027
JlaTa npoun3BoacTBa T'oxen po
Mifg. License No. / MA number: /
: ‘ -Neo 456)-(PT-
Ilpon3BoacTBeHHAS 63/RR/AP/96/F/R Howmep PY JITI-Ne(005456)-(PT-RU)

Analysis performed according ND / Anasnus nposeaen no HI: JITI-Ne(005456)-(PT'-RU)-150524

Ne est / TlokazaTens Result / PeaynbTathl

Specification / Hopma

8 Subdivision of tablets /
JleneHne TaGJIeTOK

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. /
TabneTky COOTBETCTBYIOT TPeGOBAHUAM, €CIIU
He Oostee 1 equHUYHAs Macca OTKIIOHSETCS 3a
npenenst 85%-115% ot cpenHeit MacCEL.
TabneTky He COOTBETCTRYIOT TPeOOBaHUAM,
ecnu Gonee ueM 1 MHAMBUIYyaIbHAs Macca
OTKJIQHAETCSA OT 3THX IPENENoB WiH, ecny 1
WHAMBHAYANLHAT Macca OTKJIOHSETCS 3a
npenenst 75%-125% ot cpenHeii MaccHL.

9 Microbiological purity* /
Mukpo6HoorudecKkast
YHCTOTA*

a) Total aerobic microbial count /
Obmmee yncno a3poOHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / Ob1mee uucno

IHPOXCKEBBIX H IUVICCHEBEIX FpH60B

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/ OrcyrctBue B 1 1

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTCTBYET TpeboBanusam HJT

Conclusion: APPROVED /
3axmoyerune: OJJOBPEHO

Prepared by / IToarotoenexo: Checked by / IIpoBepeHo:
D. Latha- Quality control-

Team Member Member

%

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member 2

Print Date /Jlata: 16-01-2025 Print Date /Jlara: 16-01-2025

Print Date /JTara: 16-01-2025




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LHerpuu® TabneTku, MOKPHITHE WICHOUHOI o6onouko#, 10 Mr

Market / Pernok : Russia / Poccus

Batch No. / . B2500114 Batch Quantity / 955 KG /955 KI"

Cepus Ne Pazmep cepuu

Analytical Repovrt No. / . 2002FP25000068 Date of Analysis / 16-01-2025

AnanuTuyecknii ordet No Jara anaauza

Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027

JlaTa NpOH3BOACTBA Tonen xo

Mfg. License No. / MA number: /

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

JuueH3usi Ne

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

Ne est / IToxazarein

Result / PesyabTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabnerok B
[To 2 6iucTepa BMECTE C TUCTKOM-

BKJIAJIBIIEM YIIAKOBAHEI B TTAYKY
KapTOHHYIO.

blister. 2 blisters and patient information

MBX/TIABX//amomunnesoM Oaucrepe.

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

[To 10 Tabnerok B
[IBX/TIIBX//anomMunneeoM onuctepe. ITo 2
WK 3 GiucTepa BMECTE C JIMCTKOM-
BICIAJIBIILIEM YIIAKOBAHBI B [1AYKY 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 / [IpoBOAUTCS IPOU3BOIUTENEM MPH BEIILYCKE MEPHOANIECKH: UL Kaxnoi 20-oif cepuu uiu He MeHee 1
pasa B rox. [lokazarens Moxet GbiTh He BKMoueH B CeprudukaT aHanusa GUpMEL

Remarks: The Product confirms to ND/
I pumeuanue: IIpoayKT cOOTBETCTBYET TpeOorauusM HJI

Conclusion: APPROVED /
Baxmouenune: OJJOBPEHO

Prepared by / IToaroToBneHo:
D. Latha- Quality control-

Team Member L@é/"

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

Member /g

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykoponurens
Ajay Kumar - Quality Assurance- Team
Member r

Print Date /Jlata: 16-01-2025

Print Date /Jata: 16-01-2025

Print Date /Mara: 16-01-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
poaykr: Letpuu® TabneTky, NOKPHITHIE IIEHOUHOM 060s0uKkol, 10 Mr
Market / Peinok : Russia / Poccus
patch No./ : B2500114 Batch Quantity / . 955KG/955 KT
Cepusa Ne Pasmep cepun
Analytical Repovrt No./ . 2002FP25000068 Date of Analysis / . 16-01-2025
Ananutuyeckuii orueT No Hdata anaausza
Date of Manufacture / . 26-12-2024 Date of Expiry / . 30-11-2027
JlaTa NpoH3BOACTBA Toxen xo
Mfg. License No. / MA number: /
TIpou3BoACTBeHHAS : 63/RR/AP/96/F/R e : JITI-Ne(005456)-(PT-RU)
Homep PY
JHIeH3us Ne
Analysis performed according ND / Auanau3 nposeaex no HJI: JIII-Ne(005456)-(PT-RU)-150524

API name / HaumeHoBaune A®DC: Cetirizine dihydrochloride / IleTnpu3znHa IUTHAPOXIJIOPUL

INN/MHH: . Cetirizine / Llerupuzus

API manufacturer batch number / BT00-24065

Homep cepun npousBoauTens APC:

FP Manufacturer API Batch number / FBRAO00563

Howmep cepun cyGcranuun nponspoautenst I'JIM:

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

IIpoussogutens ADC, cTpana: I'noxem Unpactpuec Iet. JIta., Mnams

Name, address, authorization No for FpP 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

HaunmeHoBaHue, afpec, JHUEH3H IS Malkajgiri Distrist — 500090, Telangana State, India (license No

IIponspoacreenHas muomanaka / Ilnouagxa KoHTpos 63/RR/AP/96/F/R). / IIpouzBoacTBeHHOe oapasaeneHue-II,

KadecTna / Ilnomaaka Beimycka VYyacrtku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Bumnamk, bauynannmg Manpan, Mendan Manakaokrupu
Juctpuxt — 500090, wrar Tenanrana, Uanus (JInnenszua 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».

3ak/II04eHne 0 cooTBeTcTBHM: «HacTosalmMm s MOATBEPXK A0, YTO MPHBE/IeHHAsd BhIUIc MHGOPMALKA ABJIAETCS JOCTOBEPHOMN U
TouHOH. 3Ta cepua MPOAYKIMH MpoW3BeleHa (BKJIOYas YMAKOBKY (MApKUPOBKY) M KOHTPOJB KayecTBa) Ha BHIEYKa3aHHOM
NpOH3BOACTEEHHOM IUIomanke (IUIOWanKax) B MOJHOM COOTBETCTBHY ¢ TpeGopaHusaMH [IpaBun Haanexamei MpoU3BOICTBEHHOM
npakTukd EBpasuiickoro sxoHoMuueckoro cowosa (GMP/EAEU/RU/00573-2022) u TpeOoBaHMAMH KOHTPONSA KayecTBa
JIEKAPCTBEHHEIX CPEACTB, 4 TAKKE B COOTBETCTBHU CO CNCHUPUKALMAMH, COACPXKAIIUMHUCA B PETHCTPALIMOHHOM [OCHE CTPaHbI-
HMIIopTepa. 3alliCH 10 NPOU3BO/CTBY, YIIAKOBKE M aHaIM3y NPOBEPEHb], M YCTAHOBJIGHO MX COOTBETCTBHE TpeGoBauusaM IIpaeun
HaJJIeXalIeH MPOU3BOICTBeHHOM NPpakTHKH EBpaszniickoro sSKOHOMHYECKOTO COKO3aN.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipameuanne: [Iponykr cooTrercTByeT Tpebobanuam HJL 3axmouenune: OJJOBPEHO
Prepared by / IToaroroeneHo: Checked by / Ilporepeno: Approved by: Manager/Executive /
D. Latha- Quality control- N.V. Krishna - Quality control- Team Opo6peno: Menemxep / Pykoromurens
Team Member Member Ajay Kumar - Quality Assurance- Team

‘—"%ﬂ/’ /gf Member N

_ VA

Print Date /ata: 16-01-2025 Print Date /Jlara: 16-01-2025 Print Date /[Tata: 16-01-2025




