"Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IIpoayxr: LlerpnH® TabneTky, NOKPEITHIE TNIEHOYHOH 060104K0#H, 10 Mr

Market / PuiHok : Russia / Poccus

g Lene ] : B2501219 S e Ouantity./ 955 KG /955 KT

Cepns Ne Pasmep cepnn

Analytical Repovrt No./ . 2002FP25000935 Date of Analysis / 18-04-2025

AHanuTH4YeckHii oTueT No JlaTta anann3za

Date of Manufacture / . 20-03-2025 Date of Expiry / 29.02-2028

JlaTa nmpou3zBoACTBA Togen mo

Mfg. License No. / MA number: /

IIpou3BoACTBeHHAN : 63/RR/AP/96/F/R R ’ JITI-Ne(005456)-(PT-RU)
Homep PY

nunenzusa Ne

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

\Ne

'Test / IoxazaTesn

Result / Pe3yasTaThl Specification / Hopma

1

Description / Onncanue

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

BOSIKOBBIIIYKJIBIE TaOJMCTKH, MOKpbITEEKpyribe IBOSIKOBEIITYKJIEIE TabIeTKy,
IICHOYHOM 000J104KOi Oenoro LBera, CNOKPHITHIE MIIEHOYHOH 000JI04UKO#H 6enoro M
lpuckoif Ha omHoit cropoHe. Hamouyrw Oenmoro 1Bera, C PHCKOM HAa OAHOH
MOMEpevYHOM paspese — sgpo OGenorocropone. Ha momepedyHOM paspese  sapo OT

IBETA.

BeJsioro 1o oyt Oenoro IBera.

Identification /
WnenTnduranus

HPLC / BOXX

The retention time of the main peak in the)
chromatogram of test solution comply
with the retention time of the main peak

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

in the chromatogram of Cetirizine

Hydrochloride  reference  standardreference standard solution (section "Assay™).
solution. / ijeMﬂ YOEp)KUBaHUS OCHOBHOIO MHKa Ha
Bpems yaepuBaHUs OCHOBHOTO TIHKA HAXPOMATOrpaMMe  HCTIBITYEMOTO  pacTBOpal
XpOMAaTOrpaMMe HCIBITYEMOro PacTBOPAAQIKHO COOTBETCTBOBATH BpEMEHH
COOTBETCTBYET BPEMCHM Y/EpKHBAHHAYIEPKHBAHHA OCHOBHOTO nuka  Ha
OCHOBHOTO MNHKa Ha XpOMAaTOrpaMMEXpOMaTrorpamMme  CTaHIapTHOTO paCTBopal
CTaHOApPTHOrO pPAcTBOpa  LETHPH3HHALIETHPH3HHA THAPOXJIOpHIA (pazzen
rHOPOXJIOpUAA. «KosnuyecTseHHOE ONIpEIc/iCHUEY).

chromatogram of Cetirizine Hydrochloride

Remarks: The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeGoBaHusaM HT

Conclusion: APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Iloarorornexo:
CH. Vijaya Simhachalam - Quality
control- Team Member

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

Member P Eg 2

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /Hara: 18-04-2025

Print Date /Jara: 18-04-2025

Print Date /Hara: 18-04-2025
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‘Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoxyxr: IetpuH® TabJIETKH, TTIOKPBITEIE INICHOYHOU 0605104KO0H, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2501219 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000935 Date of Analysis / 18-04-2025

AHanuTHYecKHii oTYeT No JaTa aHaau3za

Date of Manufacture / . 20-03-2025 Date of Expiry / 29.02-2028

JlaTa npon3BoaCTBa T'oxen go

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAS : 63/RR/AP/96/F/R ' JII1-Ne(005456)-(PT"-RU)
Homep PY

JuneH3nsa Ne

Analysis performed according ND / Auanus nposenen nmo HJI: JITI-Ne(005456)-(PI'-RU)-150524

Ne 'Test / Iloka3zaTenn

Result / Pe3yasTaThl

Specification / Hopma

UV- spectrophotometry /
V- ciektpooTOMETpHS

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 ®-CcrneKTph NOTJIOIEHHS HCIIBITYEMOIo
pacTBOpa W CTaHOApTHOTO  pacTBOpa
LIETHPH3HHA rUApoxiIopuna B obmactu ot 200 -
o 400 HM OODKHEL HMETE MAaKCHMYMEI
NOrJIOMEHUs NMpU OOHOM U TOH Ke UIMHE
BOJIHEI C IOIMYCTUMBIM OTKJIOHEHHEM * 2 HM.

3 |Water content/
CoaepxanHe BOAbI

2.8% wiw /2,8%

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

4 Uniformity of dosage units /
OaHOPOAHOCTH JO3HPOBAHHBIX
eNMHHL

49/49

Acceptance value (AV) should be not moreg
than 15.0 / Tlokasarens npuemiemoctd (AV)
lnosxex GuiTh He Gonee 15,0.

5 Dissolution / PacTBopenue

97%, 100%, 99%, 99%, 100%, 97%

Not less than 80% (Q) of the labeled amount
of C21H,5CIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHAJILHOTO COTEPXKAHHS
IC21Hz5CIN203-2HCI (uetupusuHa
\muruapoxnopua) yepes 30 MHH.

Remarks: The Product confirms to ND/
Hpumeyanne: Ipoaykr cooreTcTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akarouenne: OJOBPEHO

Prepared by / [ToaroroBneHo:
CH. Vijaya Simhachalam - Quality
control- Team Member

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

Member { ?Z ,

Approved by: Manager/Executive /
Ono6Gpeno: Menemkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member Ia

Print Date /[ara: 18-04-2025

Print Date /JTata: 18-04-2025

Print Date /Tara: 18-04-2025




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Mponyxr: Ietpua® TabneTku, TOKPHITH

Product: Cetrine film coated tablets, 10 mg

J€ TJICHOYHO#H 0605109Koi, 10 Mr

Market / Puinok

: Russia / Poccus

Batch No. / . B2501219 Batch Quantity / 955 KG / 955 KI"

Cepns Ne Pa3zmep cepun

Analytical Repourt No. / . 2002FP25000935 Date of Analysis / 18-04-2025

AHanuTHYeckmii oTueT No JlaTa anann3a

Date of Manufacture / . 20-03-2025 Date of Expiry / 29-02-2028

JlaTa npon3BoAcTBa T'onen no

Mfg. License No. / MA number: /

IIpou3sBoACTBEHHAS : 63/RR/AP/96/F/R ) JIT-Ne(005456)-(PT"-RU)
Howmep PY

anneH3us Ne

Analysis performed according ND / Anan3 nposenen no HJ: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / IlokazaTeanb Result / PeayabTaTsl ISpecification / Hopma
6 Impurities / I1pumecu .
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hike npeziesia oOHapyKeHHUs
[Mpumecs A (110 = 0,005%) [Not more than 0.2 % / ve 6onee 0,2 %
Impurity B /
IIpumecs B 0.01%/0,01% Not more than 0.2 % / ue 6onee 0,2 %
Impurity C /
IIpumecs C : Less than LOQ (LOQ = 0.017%) / Hike [Not more than 0.2 % / e 6onee 0,2 %
Impurity D / Tipe/ieia KONUYECTBEHHOTO OTIPENeIeHHs
ITpumecsy D (ITKO = 0,017%) Not more than 0.2 % / ve 6onee 0,2 %
Ilmpurity E /
ITpumecs E Not detected / He oGHapy»xeHa Not more than 0.2 % / He Gonee 0,2 %
Impurity F /
IMpumecs F 0.04% / 0,04% Not more than 0.2 % / e 6o1ee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlio6as eguHYHas 0.015%) / Hwxe npenena o6uapyxenus [Not more than 0.2 % /
HenAeHTHpuUIMpoBaHHas npumecs [(TI0 = 0,015%) He Gonee 0,2 %
0.07%/0,07%
Total impurities / 0.2% /0,2% 'Not more than 2.0% /
CymMa npumeceit He 6onee 2,0%
7 Assay / KonuvyecTBeHHOE INot less than 9.0 mg and not more than
onpeaesieHHe 11.0 mg C,1H,5CIN2O3-2HCI (cetirizine
9.88 mg /9,88 Mr l:ﬂ:ly;i;?)c(})ﬂ;ﬁd;]) i::able.t {berween 80,0 %o
08.8% / 98.8% n ,0 % of label claim)./ Ot 9,0 Mr 0
? 11,0 Mr C3;Hz5CIN205:2HCI (uetupusuna
nuruapoxnopurn) B rabnerke (ot 90,0 % no
110,0 % OT HOMHUHAILHOIO CONEPIKAHMA).

Remarks: The Product confirms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3axmwouenune: OJOBPEHO

Prepared by / TloarotoBneHo:
CH. Vijaya Simhachalam - Quality
control- Team Member

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

Member t g ,

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

Print Date /Jara: 18-04-2025

Print Date /Hata: 18-04-2025

Print Date /Hata: 18-04-2025




‘Dr.Reddy’s Q’:’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJN3A
Product: Cetrine film coated tablets, 10 mg |
Mpoaykr: Llerpunu® Tabierku, NOKpbIThE TIIeHOUHOH 060104KOi#, 10 MT
Market / PeiHok : Russia / Poccust
Batch No. / . B2501219 Batch Quantity / 955 KG / 955 KI
Cepus Ne Pazmep cepun
Analytical Repovrt No. / . 2002EP25000935 Date of Analysis / 18-04-2025
AHanuTHYeckHii oTyeT No JlaTa aHanu3a
Date of Manufacture / . 20-03-2025 Date of Expiry / 29.02-2028
JlaTa npoH3BOACTBA Tonen mo
Mfg. License No. / MA number: /
IponsBoacTBeRHAs : 63/RR/AP/96/F/R i JITI-Ne(005456)-(PT-RU)
Homep PY
JHUEH3HA Ne
Analysis performed according ND / Ananns nposeaen no HJI: JITI-Na(005456)-(PT-RU)-150524

Test / Iloka3aTelb

Result / Pe3yabTathl

Specification / Hopma

Complies / CooTREeTCTBYET

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, ECIIH
He 6ostee 1 enMHUYHAs Macca OTKJIOHAETCA 3a
npeaenst 8§5%-115% ot cpenHeit Maccel.
TabneTky He COOTBETCTBYIOT TPEOOBAHUM,
ecnu Hosiee ueM | MHAMBUIyaNbHAs Macca
OTKJIOHAETCA OT 3THX NMpeneJioB WK, eclu 1
MHAMBMIYANIBHas Macca OTKIOHAETCA 3a
npenenst 75%-125% oT cpeaHeii Macchl.

[8 . [Subdivision of tablets /
lenienne TabneTox

9 Microbiological purity* /
Muxpo6uosornyeckas
qucToTa®

a) Total aerobic microbial count /
O61ee YnCo a3poOHBIX
MHKPOOPTraHH3MOB

b) Total combined yeasts and
mould count / O61uee uucmno

IPOAOKEBBIX U IIIECHEBBIX l"pPI6OB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

INot more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OtcyrctBue B 1 T

Remarks: The Product confirms to ND/
IIpumeuanue: Ipoxykr cooTBeTcTBYET TpeboBanusam HJT

Conclusion: APPROVED /
3axmodenne: OJIOGPEHO

Prepared by / [ToaroroBneHo:
CH. Vijaya Simhachalam - Quality
control- Team Member

Ld

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

Member g

Approved by: Manager/Executive /
Onobpeno: Menemxep / PyxoBoaures
Ajay Kumar - Quality Assurance- Team
Member ~

4

Print Date /[aTa: 18-04-2025

Print Date /JTata: 18-04-2025

Print Date /J{ata: 18-04-2025
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"Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hponyxr: Lerpun® TableTkH, MOKPHIThIE NIEHOYHOH 060104KOH, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / - B2501219 Batch Quantity / 955 KG / 955 KI

Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25000935 Date of Analysis / 18-04-2025

AHanuTHYeckHil oTUeT Ne Jara anannza

Date of Manufacture / . 20-03-2025 Date of Expiry / 29.02-2028

JlaTa nponsBoacTBa T'oxen mo

Mfg. License No. / MA number: /

IIpon3BoNCTBERHAST : 63/RR/AP/96/F/R e JII-Ne(005456)-(PT-RU)
Homep PY

aunen3us Ne

Analysis performed according ND / Ananns nposeaen mo H/I: JI I1-Ne(005456)-(PI'-RU)-150524

Ne  [Test / IloxasaTens

Result / PesyJbTaThl

Specification / Hopma

10  |Package/ YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
[IBX/TTIBX//antoMmuHneBoM GIIHCTEpE.
[To 3 Gnucrepa BMecTe € JIUCTKOM-

BKJIAABILIEM YIIAKOBAHBI B NAYKY

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

[To 10 TabneTok B
[MBX/TIABX//antoMutnesom Gnuctepe. I1o 2
Wnu 3 GurcTepa BMECTe € JINCTKOM-

KapTOHHYIO.

BKJA4JbIIIEM YIIAKOBAHBI B [IA4YKy 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
Cuilifivate uf Aualysis / TIpusumpica HPOHSBOTNTENCM APH BLIMYOKE ACPHOMrICOIL bt Kot 20 off eepruy i 11e Menee 1
pasa B roa. ITokasarens MoxeT ObITh He BIIOYeH B CepTH(UKaT aHanu3a GUpMEL.

Remarks: The Product confirms to ND/
ITpumeyanne: IIpoaykr cooTBeTcTRyeT Tpebosanuam HIT

Conclusion: APPROVED /
3axmouenne: OJIOGPEHO

Prepared by / IloarororneHo:
CH. Vijaya Simhachalam - Quality
control- Team Member

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

Member i g ?

Approved by: Manager/Executive /
Ono6pero: Menemxep / PykoBoauresnsb
Ajay Kumar - Quality Assurance- Team
Member ~

Print Date /JJata: 18-04-2025

Print Date /J1ata: 18-04-2025

Print Date /JTata: 18-04-2025




'Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IIpoayxr: LerpiH® TableTKH, IOKPHITHIE TNIEHOYHOH o6onoukoif, 10 mr

Market / Peinok : Russia / Poccus

Batch No. / . B2501219 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repo“rt No./ . 2002FP25000935 Date of Analysis / 18-04-2025

AHaJuTHYecKHil oTueT Ne JaTa aHann3a

Date of Manufacture / . 20-03-2025 Date of Expiry / 29.02-2028

JlaTa nponsBoacTBa ToneH xo

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAN : 63/RR/AP/96/F/R er: JITI-Ne(005456)-(PT-RU)
Homep PY

JHIen3us Ne

Analysis performed according ND / Anannz nposeaen mo HJI: JIIT-Ne(005456)-(PT-RU)-150524

API name / HaumenoBanne A®C:

Cetirizine dihydrochloride / IleTpu3nuHa JUrHAPOXJIOPHL

INN / MHH:

Cetirizine / Ietupuzun

API manufacturer batch number /
Homep cepun npoussoautens ADC:

BT00-24079, BT00-24077

FP Manufacturer API Batch number /
Homep cepun cy6eTaHuun npoussoauredsi I'JIdD:

FBRA00640, FBRA00614

API Manufactured by & country /
IIpousBoautens A®C, cTpaHa:

Glochem Industries Pvt. Ltd., India /
I'moxem Mupactpuec IIet. JITa., MHous

Name, address, authorization No for - FP
manufacturing site / Control site / Release site /
HanmenopaHue, agpec, THIICH3HSA I
IIpon3poacTeeHHad miowmaaka / Ilnomaakxa KoHTpoOIA
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). / TIpouzsoacreenHoe noapasaencuue-II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamim
Buinamxk, bauynammy Maunan, Mendan ManakamKrupu
Juctpukt — 500090, mrar Tenanrana, Huaua (JInuenzns 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».

3akaroueHne o cooTBercTBUM: «HacToAIMM s MOATBEPXKIA0, YTO MpUBENEHHas BbIlIe MHPOpMALM ABIAE€TCA JOCTOBEPHON U
TOYHOM. DTa cepusi MPOAYKIMH MpPOM3BeNicHa (BKJKOYAs YNAKOBKY (MapkKHpOBKY) H KOHTPOJIb KayeCTBa) Ha BHIIIEYKA3aHHOH
NpPOM3BOACTBEHHOM IUIOMWAaKe (IUIOMAAKax) B MOJHOM COOTBETCTBUH ¢ TpeGoBaHUAMH [IpaBuil HaanexalmeH Npon3BOACTBEHHOM
npakTuki EBpasuiickoro skoHomuyeckoro cowza (GMP/EAEU/RU/00573-2022) u TpeboBaHMAMH KOHTpPOJIA KadecTsa
JIEKAPCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBUHU CO CIClUGUKALMAMM, COACPIKALIUMUCA B PEFMCTPALIOHHOM JOCHE CTPAHBI-
UMIOpTepa. 3allkCH MO NPOU3BOICTBY, YIIAKOBKE U aHANN3Y MPOBEPEHEI, H YCTAHORIEHO MX COOTBeTcTBHE TpeGoBanusaM Ilpasun
HaIJIeXalnel IpOoU3BONCTBEHHOM NMpakTUKK ERpazniickoro 53KOHOMHYECKOTO COI03a».

Remarks: The Product confirms to ND/
ITpumeuanne: IIpoxykr coorBeTcTBYET TpeboBaHuam HJT

Conclusion: APPROVED /
Zaxkmouenune: OJOBPEHO

Prepared by / [TonroroeneHo:
CH. Vijaya Simhachalam - Quality

control- Team Member Member

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

b

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoauresns
Ajay Kumar - Quality Assurance- Team
Member A

Print Date /Jara: 18-04-2025

Print Date /ata: 18-04-2025

Print Date /Oara: 18-04-2025




