Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: IerpuH® TabneTkH, DOKPHITHIE IIICHOYHO# 0b6osouKoi, 10 Mr

Market / PuIHOK : Russia / Poccus

Hateh| N/ . B2500926 atch Guantty 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25000787 Date of Analysis / 31-03-2025

AnanuTHyecknii oTaeT Ne JlaTa aHaju3a

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa npou3BoOACTBA T'ogen no

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHAs : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PT-RU)
Homep PY

JueH3us Ne

Analysis performed according ND / Ananns nposeged mo HJI: JITI-Ne(005456)-

(PT-RU)-150524

No Test / lloxazaTean Result / PesyabTaTsl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrunsie
IBOAKOBBIMYKJIBIC TAOJETKH, MOKPBITHI
IUIEHOYHOI 000J104K0il Gesoro LBera,
pUCKOM Ha OHHOH CTOpPOHe.
MoMepeyHoOM paspese — sapo Henoro,
LBETA.

1 Description / Onucanue

d

Ha[no!rm 6enoro upera, ¢ pPHUCKOH Ha ONHOM

‘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 JIBOSIKOBBIITYKJIBIE TabneTKy,
MOKpPLITHIE IVICHOYHOH 060J104K0#1 6€J10r0 HiTH

cropone. Ha nonepeyHoM paspese sapo 0T
Genoro 0 moyru 6enoro uBeTa.

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

Identification /
Naentuduxanus

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

HPLC / BOXX

standardreference standard solution (section "Assay").

solution. / BpeMs ynepkuBaHHs OCHOBHOIO IHKa H
Bpems ynepxHBaHKHA OCHOBHOTO NIHKA HAXPOMATOTPaMMe  MCOBITYEMOTO pachopi
XpOMaTorpaMMe HCTBITYEMOTO PacTBOPaJO/IKHO COOTBETCTBOBATH BpPEeMeHH
COOTBETCTBYET BPEMEHH YAEPKHBAHHAYACPKUBAHHS OCHOBHOI'OQ nuKa H
OCHOBHOTO NHMKa Ha XpOMaTOrpaMMexXpoMaTorpaMme  CTaHOapTHOTO  pacTBopa
CTaHOAPTHOTO pPAacTBOpa LETHPH3INMHALETHPHIHHA THOPOXJIOpHIA (pazzen
CUAPOXJIOpUIA. «KoH4ecTBEHHOE ONIpeeTICHHEY ).

chromatogram of Cetirizine Hydrochloride

Remarks: The Product confirms to ND/
IIpumeuaune: IpoaykT cootTBercTryeT Tpebopannsm HJT

Conclusion: APPROVED /
3akmwouenue: OJOBPEHO

Prepared by / IloaroroeneHo: Checked by / IIpoBepeHo:
D. Latha - Quality control- K.V.V . Satyanarayana- Q

ualit
Team Member 1 g control- Team Member d_,/

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBonuTes
Ajay Kumar - Quality Assurance- Team
Member

n

A

Print Date /[Tara: 31-03-2025 Print Date /[Tata: 31-03-2025

Print Date /[Jata: 31-03-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHO®UNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: Llerpyua® Tabnerku, NOKPHIThIE TNIEHOYHOH 060104koi, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repoyrt No./ - 2002FP25000787 Date of Analysis / 31-03-2025

AHajguTHYecKknii oTyeT Ne JlaTa anannsa

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JaTa npon3BoicTBa T'onen go

Mfg. License No. / .

TponssoncTaennas : 63/RR/AP/96/F/R MAsmumber: / JTI-Ne(005456)-(PT-RU)
Homep PY

JueH3uA Ne

Analysis performed according ND / Ananns nposeges no HI: JITT-Ne(005456)-(PT-RU)-150524

Ne Test / IloxazaTeb

Result / PesyabsTaThl

Specification / Hopma

UV- spectrophotometry /
V- cniekTpodoTomMeTpus

Water content/
ConaepixaHHe BOABI

Complies / CooTBercTByeT

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
isolution 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 ®-criekTpbl OIJIOIEHHS HCTIBLITYEMOTO
pacTBoOpa M CTaHAAapTHOIO  pPacTBOpa
HETHPH3HHA TuApoxiopuaa B obnactu ot 200
mo 400 HM JODKHBI HUMETH MAKCHMYMBEI
MOTJIOMEHHUs TPH OOHOM M TOH e IJIMHE
BOJIHBI C JOIMYCTUMBIM OTKJIOHEHHEM + 2 HM.

2.7% wiw [ 2,7%

INot more than 8.0% / o
He 6onee 8,0 %

Uniformity of dosage units /
OxHOPOAHOCTHL JO3HPOBAHHBIX
e THHUIL

39/39

Acceptance value (AV) should be not more
than 15.0 / IMoxkazarens npuemneMoctu (AV)
nonzken 6uiTh He Gonee 15,0.

Dissolution / PacrBopenne

104%, 99%, 100%, 99%, 98%, 97%

Not less than 80% (Q) of the labeled amount
of C21H25CIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHANEHOTO COICPKAHHS
C21H25CIN203-2HCI (uetupuzuna
IHrHApoxaopun) yepes 30 MUH.

Remarks: The Product confirms to ND/

Ilpumeyanne: [poaykr coorercrByeT TpeGoranusam HJI

Conclusion: APPROVED /
3akmwuyenne: OJJOBPEHO

K

Prepared by / [ToaroroBneHo: Checke
D. Latha - Quality control- K.V.v
Team Member control-

d by / IIpoeepeHo:

. Satyanarayana- Qual'gy

Team Member

Approved by: Manager/Executive /
OnpobpeHo: Menemxkep / PykoBonurens
Ajay Kumar - Quality Assurance- Team

Member Q(?

Print Date /[{ata: 31-03-2025

Print Date /qata: 31-03-2025

Print Date /Tara: 31-03-2025
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Lerpun® TabeTKH, MOKPBITEIE NIEHOYHOMH 06010uKko#, 10 Mr

Market / PbiHox : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG /955 KI"

Cepus Ne Pazmep cepun

Analytical Repo“rt No. / - 2002FP25000787 Date of Analysis / . 31-03-2025

AHaJuTHYecKHii oTueT No Jarta ananmza

Date of Manufacture / . 13-03-2025 Date of Expiry / . 20.02-2028

JlaTa npoH3BOACTBA T'ogen xo

Mfg. License No. / .

Ipou3BoaCTBeHHAN : 63/RR/AP/96/F/R MA number: / :  JIII-Ne(005456)-(PT-RU)
Homep PY

JHIeH3ns Ne

Analysis performed according ND / Ananu3 mposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / [loxazaTean Result / PesynasTaThl Specification / Hopma
6 Impurities / Illpumecu :
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Hinke npenena oOHapyxeHus
TIpumecs A (110 = 0,005%) INot more than 0.2 % / He 6onee 0,2 %
Impurity B /
ITpumecs B Less than LOQ (LOQ = 0.010%) / Huxe [Not more than 0.2 % / He Gonee 0,2 %
Impurity C/ npeAena KOJMMYECTBEHHOTO OIpeaesieHUs
Ipumecs C (ITKO = 0,010%) - Not more than 0.2 % / ne 6onee 0,2 %
Impurity D /
[pumecs D Less than LOUY (LOUY = 0.01'/%) / Hiwxe [Not more than 0.2 % / ne 6onee 0,2 %
Impurity E / npezena KOJMIECTBEHHOTO ONPEACIICHAA
[Mpumecs E (ITIKO = 0,017%) INot more than 0.2 % / ne Gonee 0,2 %
Impurity F /
IMpumecs F Less than LOQ (LOQ = 0.003%) / Hioke [Not more than 0.2 % / ve 6onee 0,2 %
npenena KOJIUMYECTBEHHOTO OMNpeieneHHs
Any individual unidentified (ITKO = 0,003%)
impurity / JIrobast equHU4HASL Not more than 0.2 % /
HenaeHTHUIMpoBaHHas npuMeck [0.02% / 0,02% He 6onee 0,2 %

Less than Limit of Detection (LOD =
0.015%) / Hike nipenena oGHapyKeHUs
Total impurities / (T1O = 0,015%) Not more than 2.0% /

CymMma npumeceit He 6onee 2,0%
0.07% /0,07%

0.1%/0,1%

7 Assay / KosngecTBeHHOE 9.87 mg/ 9,87 mr [Not less than 9.0 mg and not more than
onpeneneHne 98.7% / 98,7% 11.0 mg C;;Ha5CIN2O;-2HCI (cetirizine
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuyanue: IpoxykT cooTBeTCTBYET TpeboBanuam HJI 3akmouenne: OJJOBPEHO
Prepared by / IToaroroeneno: Checked by / IlporepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- K.V.V . Satyanarayana- Qualit Opnobpeno: Menemxep / Pykosonutens
Team Member [&’ control- Team Member A/”‘ Ajay Kumar - Quality Assurance- Team
Member 6
d
Print Date //lata: 31-03-2025 Print Date /[Tara: 31-03-2025 Print Date /[Tata: 31-03-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Npoayxr: Lerpua® Tabnerku, NOKPHITHIE INICHOYHOH 060104K0#H, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repo“rt No./ . 2002EP25000787 Date of Analysis / 31-03-2025

AHAJIUTHYECKHI oTUeT No JlaTa anaausa

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

Jarta npoussojcTBa Togen po

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAsA : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PI-RU)
Homep PY

JHIeH3HA Ne

Analysis performed according ND / Anaau3 npoeeaes mo HJI: JITI-Ne(005456)-(PT'-RU)-150524

Ne Test / IlokazaTenan

Result / PesynbTaThl

Specification / Hopma

dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Or 9,0 Mr no
11,0 Mr C21H25CIN;O3°2HCI (uetupuzuna
uruapoxiopun) B rabnerke (ot 90,0 % mo
110,0 % oT HOMHHAJILHOTO CONEPMKAHHUS).

8 Subdivision of tablets /
Jlenenne TabaeTok

Complies / CootBercTByer

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 TPEOOBAHUAM, €CITH
He 6osree 1 eTMHUYHAsA Macca OTKJIOHAETCA 3a

npenensl 85%-115% ot cpenneii Macchl.
Tabnerku He COOTBETCTRYIOT TPEGOBAHUSM,
eciu Gonee yeM | HHAUBHUIYaNbLHas Macca
OTKJIOHAETCS OT 3THX NMPEAEIIOB I, eI 1
WHAMBUyanbHas Macca OTKIIOHIETCS 3a
npenensl 75%-125% ot cpenHeit Macckl.

9 Microbiological purity* /

b) Total combined yeasts and
mould count / O6mee uncio
IIPOMOKEBBIX U MIECHEBEIX IPUGOB

c) E. coli

Not Applicable

MukpoGuosornieckas
gHcTOTA®
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
O6mee yucao a3poOHbIX He 6osree 1000 KOE/r
MHUKpPOOPraHU3MOB

Not Applicable

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ Orcyrcteue B 1 1

Remarks: The Product confirms to ND/
Ipumeuanue: IpoaykT cooTBercTByeT TpeboBauusM HJI

Conclusion: APPROVED /
3akaouenne: OJIOGPEHO

Prepared by / IToaroroeneHo: Checked by / IlpoBepeHo:
D. Latha - Quality control-

Team Member 1 Ef

control- Team Member

K. V.V . Satyanarayana- Qualify

>

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauress
Ajay Kumar - Quality Assurance- Team
Member o

Print Date //Tata: 31-03-2025

Print Date /[ara: 31-03-2025

Print Date /JJara: 31-03-2025
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ilpoayxr: LerpuH® TabneTky, NOKPHITEIE NIEHOYHOH 060104k0H, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG /955 KT

Cepus No Pasmep cepun

Analytical Repourt No./ - 2002FP25000787 Date of Analysis / 31-03-2025

AHaJuTnyeckHii oTuer Ne Jarta ananusa

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa mpoH3BOACTBA T'ogen no

Mfg. License No. / MA number: /

IpousBoAcTBeHHAS] : 63/RR/AP/96/F/R ’ JITT-Ne(005456)-(PI'-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND / Ananu3 npoeeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524

Ne

Test / lloxazaTennb

Result / PesynbTaTnt

Specification / Hopma

10. |Package/YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabnerok B
1o 2 6nvcTepa BMECTE C JINCTKOM-

BKJIAABILEM YIIAKOBAHEI B IAYKY
KapTOHHYIO.

blister. 2 blisters and patient information

[IBX/TIABX//antoMHHHEBOM GrucTepe.

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

[To 10 Tabnerok B
[IBX/TI/IBX//amomunnesom Gructepe. Io 2
UM 3 GIHCTEpa BMECTE C JIMCTKOM-
BKJIaJIBILLIEM YIIAKOBAHB! B [IA4YKy KAPTOHHYIO.

*Tect ic performed periodically with the interval of 1 from 20 batchss, or at least once a year. The test can be abgent in the
Certificate of Analysis / IIpoBoguTcs NpOM3BOAUTENEM IIPHU BHITyCKe NEPHOJUYECKHU: U KaXkaoit 20-o0if cepun umu He MeHee 1
pasa B rox. IlokazaTens MoxeT GBITH He BKIIOYeH B CepTHHUKAT aHaNM3a QUPMEL

Remarks: The Product confirms to ND/
Hpumeyanne: Iponykt cooTBeTcTBYET Tpeboranuam HJT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

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

Team Member \ z

Checked by / ITpoepeno:

K.V.V . Satyanarayana- Qﬂf’-

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

Member (,(?

Print Date /JTaTa: 31-03-2025

control- Team Member
Print Date /JTata: 31-03-2025

Print Date /ITara: 31-03-2025




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IHpoayxr: LUetpun® TabneTkH, NOKPHITHIE MIIEHOYHOH 060104K0i, 10 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . B2500926 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No. / - 2002FP25000787 Date of Analysis / 31-03-2025

AHAJIMTHYECKHIH oTYeT No JlaTa aHaJHM3a

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa npon3BoAcTBa I'omen go

Mfg. License No. / MA number: /

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

auieH3us Ne

Analysis performed according ND / Ananu3 nposegen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

API name / Hanmenosanue ADC:

Cetirizine dihydrochloride / Hernpusuna qurunpoxsiopun

INN / MHH:

Cetirizine / letupuzun

Homep cepun cydcTanunu npouzoautens IJID;

API manufacturer batch number / BT00-24076
Homep cepun npoussoaureas AD®C:
FP Manufacturer API Batch number / FBRAO00O613

API Manufactured by & country /
Hponzogurens APC, crpana:

Glochem Industries Pvt. Ltd., India /
I'noxem Unpacrpuec Ier. JITn., Uaous

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumenoBaumue, aapec, THLEH3HA 1S
Ipou3BoacTeennas nuomanka / Ilnomagka xoaTpoas
kadecTBa / Ilsomaaka Beimycka

Formulation Fech 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). / IlpouzsoncTeeHHOe noapazacnenue-1I,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Bumnamk, bauynammn Mangan, Meguan Manakamkrupu
Juctpuxr — 500090, mrat Tenanrana, Muaus (Jluuensus 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».

3axunodeHune o cooTBeTcTBUH: «HacTosAmuM s MOATBEPAKIAIO, UTO NPUBEACHHAS BEILIE MHPOpPMAUMs SBISETCS NOCTOBEPHOH U
TOYHOM. Orta cepus NMPOAYKLMH MpousBeleHa (BIIIOYAs YNAkoBKY (MapKUpPOBKY) M KOHTpPOJIb Ka4yecTBd) HA BBINEYKA3aHHOM
NPOM3BOJCTBEHHOM Muomanke (IUTOMIaAKaxX) B MONHOM COOTBETCTBHM € TpeboBanusamu IIpaBin Hamsexalei Mpor3BOACTEEHHOI
npakTuky EBpa3suiickoro skonomuueckoro coiosa (GMP/EAEU/RU/00573-2022) W TpeGOBaHMSMH KOHTPOJIL KadecTBa
JIEKAPCTBEHHBIX CPEICTB, a TAKKe B COOTBETCTBHU CO CreLU(HKALIHAMY, COASP)KALIUMUCH B PETHCTPAIIMOHHOM JOCHE CTPAHBI-
uMnopTepa. 3ankcH MO NPOH3BOLCTBY, YIIAKOBKE H aHAJIN3Y MPOBEPEHBI, U YCTAHOBJICHO HX COOTBETCTBUE TpeGoraHusM Ilpasun
Haziexalneil MpoM3BOACTBEHHOMN NPakTHKH EBpasuiickoro SkKOHOMHUYECKOTO COK3a.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Ilpumeuanue: Ipoaykr cootBeTcTBYET TpeboraHusaM HT

3axmouyenne: OJJIOBPEHO

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

Team Member , E z

Checked by / IIporepeno:

K.V.V . Satyanarayana- Quality
control- Team Member C&”-

Approved by: Manager/Executive /
Ono6peHo: MeHemxep / PykoBoauTess
Ajay Kumar - Quality Assurance- Team
Member A

Print Date /ITata: 31-03-2025

Print Date /JTata: 31-03-2025

Print Date /J{aTa: 31-03-2025




