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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Letpun® TablieTku, MOKPEITHIE INIEHOYHOM 0605104KO0MH, 10 MI

Market / PoiHox : Russia / Poccus

Batch No. / . B2404224 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepuu

Analytical Repovrt No. / . 2002FP24003167 Date of Analysis / 31-12-2024

AHaNUTHYeCKHIT 0TUeT No JlaTa anannza

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3BOACTBA T'onen xo

Mfg. License No. / MA number: /

IIpoH3BOACTEEHHAS : 63/RR/AP/96/F/R umbver: JIIT-Ne(005456)-(PT-RU)
Homep PY

JHnen3us Ne

Analysis performed according ND / Ananu3s npoeeaen mo HI: JIIT-Ne(005456)-(PT-RU)-150524

Test / IlokazaTesn Result / PesyabTaTsi

Specification / Hopma

Description / Onucanue

pHMCKOM Ha OHHOH  CTOpOHE.

BETA.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie
TIBOSIKOBBIMYKIIbIE TAaOJMETKH, MOKPbITHI
[UIEHOYHOM 000J104YK0i1 Gesioro 1sera,

nornepeyHoM paspese — saApo Gesoro

Kpyrnsie JBOSIKOBBIMTYKJIBIE

:

H

Oenoro mo rMouTH GeJoro 1BeTa.

Identification / The retention time of the main peak in

Hydrochloride reference

solution. /

CTAHIaPTHOTO
THAPOXIIOpHIA.

pacTBopa

Mnenrnduxanus chromatogram of test solution comply
with the retention time of the main peak
HPLC / BOXXX in the chromatogram of Cetirizine

BpeMs yaep:KUBaHHsI OCHOBHOTO ITHKA HAXPOMATOrpamMme
XpOMATOrpaMMe HCIBITYEMOr0 PacTBOPANOIDKHO

COOTBETCTBYET BPEMEHH YAEPXHUBAHHAYACPHKHBAHHUA
OCHOBHOTO IIHKa Ha XpOMATOrpamMMe
LETHPU3HHALIETHPU3UHA

the

HCHBITYEMOTO
COOTBETCTBOBATH
OCHOBHOI'O
CTaHIAPTHOTO
THAPOXJIOpHIA
«KonuuecTBeHHOE OTIpefieneHmey).

TIHKa
oMarorpamme

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBercTRyYeT TpeboBanusam HJT

Conclusion: APPROVED /
3aknwuenne: OJIOBPEHO

Prepared by / ITonrotroenexo: Checked by / ITposepeHo:
D. Latha- Quality control- K.V.V. Satyanarayana - Q

uali
Team Member 1 g; control- Team Member ;2

Approved by: Manager/Executive /
Opnob6peno: Menemxkep / Pykopogurens
V. Prashanth - Quality Assurance- Team

Member me

Print Date /JTata: 31-12-2024 Print Date /JTata: 31-12-2024

C

Print Date //Tata: 31-12-2024

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

TabJIeTKH,
MOKPEITHIE INICHOYHOM 06070uKO# 6enoro UK
mouTH Oeoro LBera, ¢ PHCKOM HAa OJHOM
cTopoHe. Ha momepeyHoM paspese  sapo 0T

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
standardreference standard solution (section "Assay").

peMS  yIep)KHUBaHUA OCHOBHOrO MHKa Ha
pacTeop

BpeMeHH

pacTBop
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Dr.Reddy'’s Q%.’

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LletpuH® TabseTkH, MOKPHITHIE INIEHOYHOH 00010uK0MH, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepus No Pasmep cepun

Analytical Repourt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHajguTHYecKkHii oTyer Ne JarTa anannza

Date of Manufacture / s 20-12-2024 Date of Expiry / 30-11-2027

Jlara npon3BoacTBa Togen xo

Mfg. License No. / MA number: /

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

JHLeH3uA No

Analysis performed according ND / Anann3 nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

INe Test / IloxasaTein

Result / Pe3syasTaTsl

Specification / Hopma

UV- spectrophotometry /
V- cnektpodoToMeTprs

Complies / CooreTcTByeT

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 ®-crieKTphl NOrJIOMEHU UCTIBITYEMOTQ
pacTBopa M CTaHJApTHOTO  pacTBOpa
LUeTUpU3MHa rHapoxyiopuna B obnactu ot 200
mo 400 BHM pJOJOKHBI HMETh MaKCHMYMB]
MOTJIOLIEHHA TIpM OJHOM M TOH K€ UIMHE
BOJIHBI C JOMYCTUMBIM OTKJIOHCHHEM =+ 2 HM.

Water content/
Comepacanme BOIbI

3.4% wiw / 3,4%

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

Uniformity of dosage units /

eAHHHII

O,IIHOpOIlHOCTb AO3HPOBAHHBIX

2.1/2,1

Acceptance value (AV) should be not more
than 15.0 / Tlokasatens npuemneMoct (AV
osmKkeH OuiTh He Gonee 15,0,

Dissolution / PacTBopenne

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

ot less than 80% (Q) of the labeled amount
of C21H25CIN205-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHANBHOTO COJIEPIKAHHN
C21HasCIN2O3-2HCI (uetupuzuna
uruapoxnopun) yepes 30 MuH.

Remarks: The Product confirms to ND/
Ilpumeuanne: ITpoaykt coorBeTcTBYET TpeboBaHusIM HJL

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

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

Team Member L%/

Checked by / IlpoBepeHo:

K.V.V. Satyanarayana - Quali
control- Team Member i’_

Approved by: Manager/Executive /
OnoGpeHo: Menemxep / PykoBoauTels
V. Prashanth - Quality Assurance- Team

Member i 4.3(0

Print Date /MTara: 31-12-2024

Print Date /[{ara: 31-12-2024

Print Date /J{ata: 31-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoayxr: LHerpun® TabieTkH, MOKPHITHIE NIEHOUHO# 000J104K0#, 10 Mr

Market / PoiHoKk : Russia / Poccus

atch No- / : B2404224 Batch Quantity / : 955KG /955 KT

Cepns Ne Pasmep cepun

Analytical Repo“rt No./ . 2002FP24003167 Date of Analysis / . 31-12-2024

AbajmTHYecknii oTuer No JlaTa anajan3a

Date of Manufacture / . 20-12-2024 Date of Expiry / . 30-11-2027

JlaTa npom3BoacTBa T'omen no

Mfg. License No. / MA number: /

TIpon3BoACTBeHHAS : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)-(PT-RU)
Homep PY

JuneH3Hs Ne

Analysis performed according ND / Ananns nposeaen no H: JITI-Ne(005456)-(PT-RU)-150524

Any individual unidentified
impurity / JioGast eIMHUYHAS Less than Limit of Detection (LOD =

(I10 = 0,015%)

Ne Test / llokazaTenn Result / PesyabTaThl Specification / Hopma
6 Impurities / [Ipumecn Less than Limit of Detection (LOD =
0.005%) / Hike npenena o6Hapy>xeHus
Impurity A / (11O = 0,005%)
[puMecs A Not more than 0.2 % / ne 6onee 0,2 %
Impurity B/ Less than LOQ (LOQ = 0.010%) / Huxe
[Mpumecs B npeznena konudecTBeHHOro onpeneneHusaNot more than 0.2 % / He 6omee 0,2 %
Impurity C / (IIKO = 0,010%)
- |[Ipumecs C - INot more than 0.2 % / He 6onee 0,2 %
Impurity D/ Less than Limit of Detection (LOD =
[Ipumecs D 0.006%) / Hixe npenena o6HapyxkeHus [Not more than 0.2 % / He 6onee 0,2 %
Impurity E / (TTO = 0,006%)
ITpumecs E Not more than 0.2 % / ue 6onee 0,2 %
Impurity F / Not detected / He o6Hapy»eHa
[Tpumecs F INot more than 0.2 % / e 6onee 0,2 %
0.03% / 0,03%

Not more than 0.2 % /

HenngeHTHHUMpOoBaHHas mpuMecs [0.015%) / Hioke npenena obHapyxeHus (He 6onee 0,2 %

Not more than 2.0% /
He 6outee 2,0%

0.05%/0,05%
Total impurities /
CyMMa npumeceit 0.1%/0,1%
7 Assay / KonndecTBeHHOE
onmpeneneHHe

9.95 mg /9,95 Mr
99.5%/ 99,5%

Not less than 9.0 mg and not more than
11.0 mg CzHasCIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
nd 110,0 % of label claim)./ Ot 9,0 Mr oo
11,0 mr C2;H2sCIN203°2HCI (uetupusnna
ruapoxiopun) B tabnerke (ot 90,0 % g0
110,0 % OT HOMHHALHOTO COAEPIKAHHA).

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykr coorBercTByeT Tpebopanusm H]T

Conclusion: APPROVED /
3axmoyenne: OJNOBPEHO

Prepared by / ITonroroeneHo: Checked by / IIpoeepeHo:
D. Latha- Quality control- K.V.V. Satyanarayana - Quality

Team Member ‘ E; control- Team Member

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / Pykopomutens
V. Prashanth - Quality Assurance- Team

Member
wig)

Print Date /Mara: 31-12-2024 Print Date /Mara: 31-12-2024

Print Date /Iara: 31-12-2024 ‘




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: IerpuH® TabneTky, MOKPHITHIE TNEHOUHOH 0600ukoi, 10 Mr

Market / PriHox : Russia / Poccus

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pazmep cepun

Analytical Repo“rt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHanuTHYECKHI oTHeT Ne JaTa aganausa

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa nmpousBoacTBa T'ogen xo

Mfg. License No. / MA ber: /

TIpou3BOACTBEHHAS : 63/RR/AP/96/F/R fnumber: JITI-Ne(005456)-(PT-RU)
Homep PY

anneH3ns Ne

Analysis performed according ND / Ananus nposener mo HJI: JITI-Ne(005456)-(PT-RU)-150524

Test / Iloxa3zarenn

Result / PesyabnTaTsl

Specification / Hopma

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. /
TabieTk! COOTBETCTBYIOT TpeOOBAHMAM, ECITH
He bonee 1 equHUYHAT Macca OTKIIOHAETCS 32
npenenst 85%-115% ot cpenneit Maccel.
TabneTku He COOTBETCTBYIOT TpeGOBaHHIM,

u 6osee yeM 1 MHmUBUOYyaNbHAs Macca

TKIOHAETCSA OT STUX MPENEJIOB MITH, €cid 1

HHIMBMIYyaNbHas Macca OTIIIOHACTCS 3a
npexenst 75%-125% ot cpenHel MacCElL

[8  [Subdivision of tablets /
Teneane TabieToK

9 Microbiological purity* /
Mukpo6uonornyeckast
gucToTa*

Ob11ee 4ucno adpobHEIX
MHKpPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6mee yncno

c) E. coli

la) Total aerobic microbial count /

IPOMOKEBBIX U INICCHEBBIX I‘pI/I60B

Not Applicable

Not Applicable

Not Applicable

INot more than 1000 CFU/g /
He Gosiee 1000 KOE/r

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

Shall be absent in 1g/ Otcyrcteue B 1 1

Remarks: The Product confirms to ND/
Ilpumeuanne: IIpoaykr cooTBeTcTByeT TpeboBanuam HJT

Conclusion: APPROVED /
3axarouenne: OJJOBPEHO

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

Z

Checked by / IIporepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member A/_’

Approved by: Manager/Executive /
Ono6peno: MeHemxkep / Pykopoaurens
V. Prashanth - Quality Assurance- Team

Member U_] Uﬂ
C

Print Date /Hata: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /Jlata: 31-12-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoayxr: LerpuH® TabieTku, MOKpHITHE MeHo4YHOH o6osoukoi, 10 Mr

Market / PoiHOK : Russia / Poceus

Batch No. / . B2404224 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP24003167 Date of Analysis / 31-12-2024

AHaJIUTHYECKHIT oTUeT N JlaTa anaau3za

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npoH3BoACTBa T'open no

Mfg. License No. / MA number: /

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

Jauuensus Ne

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

Ne Test / Iloka3aTeanb

IResult / Pe3yabTaThl

Specification / Hopma

10 Package / Ynakoeka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabierok B

[To 3 6mucTepa BMeCTe C JINCTKOM-
BKJTAZIbILIEM YIIAKOBAHBI B TA4Ky

KapTOHHYIO.

blister. 3 blisters and patient information

[BX/I1]IBX//antomunnesom Giucrepe.

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

[To 10 Tabnerok B
TIBX/TIIIBX//anomMmuHHeBOM Onucrepe. [To 2
1y 3 6mucTepa BMeCTe € IMCTKOM-
BKJIAZLILLIEM YIIAKOBAHEI B TAYKY 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 NPOM3BOAMTENEM IIPH BHIYCKE MEPUOTUYECKHU: I Kaknoi 20-0it cepuy win He MeHee 1
pasa B rof. IToxasatens MOXeT OBITH He BkimodeH B CeprudukaT aHamm3a GUpMEL.

Remarks: The Product confirms to ND/
IIpnmeuanue: IIponykT cooTBeTcTBYET TpeboaHusM H]I

Conclusion: APPROVED /
3akaouyenue: OJIOBPEHO

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

Team Member i EI )

Checked by / ITpoBepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member d’__’__

Approved by: Manager/Executive /
OnoGpeHo: MeHemxkep / PykoBomurens
V. Prashanth - Quality Assurance- Team

Member ' Mp

A

Print Date /Jlata: 31-12-2024

Print Date /Jlata: 31-12-2024

Print Date /Hara: 31-12-2024




o

Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJM3A

Product: Cetrine film coated tablets, 10 mg
IMpoayxr: Lerpun® TabieTky, NOKPLITHIE IIICHOYHOH 060s109Koi, 10 Mr

Market / Poiaok : Russia / Poccus

Batch No. / : B2404224 Batch Quantity / . 955KG /955 KT

Cepust N Paszmep cepun

Analytical Repovrt No./ . 2002FP24003167 Date of Analysis / . 31-12-2024

AHanuTHYecKMid oT4eT No JlaTa aHann3a

Date of Manufacture / . 90-12-2024 Date of Expiry / . 30-11-2027

JlaTa npon3BoacTBa T'omeH mo

Mfg. License No. / MA ber: /

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

aunensus Ne

Analysis performed according ND / Ananus nposegen no HI; JITI-Ne(005456)-(PT-RU)-150524

API name / HaumenoBanue AQC: Cetirizine dihydrochloride / LleTnpu3nHa IMIHAPOXJIOPU,

INN / MHH: 3 Cetirizine / Lletupusux

API manufacturer batch number / BT00-24065, BT00-24061

Homep cepuu npounspogutess APC:

FP Manufacturer API Batch number / FBRA00563, FBRA00567

Homep cepuu cybécranunu npouspoantens LJID:

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

IponzBoautens A®C, crpana: I'moxem Nupactpuec Iet. JITa., MHous

Name, address, authorization No for  FP Formulation Tech Ops — 11, Survey No. 42p, 43, 44p, 45p, 46p,

manufacturing site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HaumeHOBaHHe, agpec, JHUEHIUS ISl Malkajgiri Distrist — 500090, Telangana State, India (license No

IpousBoacTBeHHast maomaaka / Ilmomanka KOHTPoJIs 63/RR/AP/96/F/R). / TIpouzBoacrBeHHoe noapasacneHue-11,

kadyectBa / ILTomanka BbIycKa Yyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynanmm

Bunmnamxk, bauynammn Manpan, Mexuan Manakaokrupu
Juctpukt — 500090, wrar Tenaurana, Maaus (JInuensus 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».

3akunouenne o coorsercTBun: «HacTosmuM s MOATBEpKIAar0, YTO NMPHUBEACHHAs BhIe HHGOpMALMs ABAETCS JOCTOBEPHOH U
TOYHOR. DTa Ccepusl MPOAYKLMH MPOU3BEleHa (BKIIFOUAs YNAKOBKY (MapKMPOBKY) M KOHTPOJEH KAauecTBAa) Ha BHIMICYKA3aHHOH
NIPOM3BOACTBEHHOM IUIomanKe (IUI0IaaKax) B HOJHOM COOTBETCTBHH C TpeboBaHuaMU IIpaBuil HajJiexareit MpoUsBOACTBEHHOM
npakTuki EBpasuiickoro skoHomuueckoro cowsa (GMP/EAEU/RU/00573-2022) u TpeboBaHMAMM KOHTPOJI KauecTBa
JIEKApPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHH CO CNELM(HKALMIMHU, CONEPKAMMUMHUCA B PEMCTPAlMOHHOM J0OChe CTpaHbI-
UMIIOpTEpa. 3alUCH MO NPOU3BOACTBY, YIIAKOBKE M aHAIIM3y MPOBEpeHbl, H YCTAHOBIIEHO UX cooTBeTcTBHE TpebopanusiM [Ipapun
HaJIexalleii MpoN3BOACTBEHHO M NPakTHKKU EBPasHiiCKOr0 SKOHOMHYECKOTO CO03a%.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Hpumeuanue: Ipoaykr cootBercTRyeT TpeboBanuam HIL 3akawuenne: OJJOFPEHO

Prepared by / ITonroroenexo: Checked by / ITpoeepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Quality Onob6peno: Menemxep / Pykopoaurenb

Team Member control- Team Member 4&”____V. Prashanth - Quality Assurance- Team
Member
v
\

Print Date /ara: 31-12-2024 Print Date /[arta: 31-12-2024 Print Date /Mara: 31-12-2024




