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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: LeTpua® TabneTky, NOKPHITHIE NIIEHOYHOM 06010uKOoH, 10 M

Market / Poinox : Russia / Poccus

Batch No. / . B2500115 Batch Quantity / 955 KG / 955 KT

Cepnsi Ne Pasmep cepun

Analytical Report No. / : 2002FP25000104 Date of Analysis / 24-01-2025

AHaJuTHYeCKHH 0TdeT Ne JlaTta ananusa

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

JlaTa npon3soacrsea Topen mo

Mfg. License No. / MA number: /

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

JHIEeH3HsT No

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

Ne Test / Iloka3zaTean

Result / Pe3yabTaTnl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.]
White core on cross section. / Kpyribie;
[IBOSIKOBBITYKJIBIE TAO0JETKH, MOKPBITHIC
[UICHOYHOM 000J104K0i Genoro 1gera, ¢

pUCKOM Ha OOHOH CTOpOHE.
nomepedyHoM paspese — saapo Oernoro
[BeTA.

Hanouts Oenoro uBera, ¢ pUCKOH Ha OJHOW

‘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 JBOSKOBBINYKIBIE TabNeTKH,
MOKPBITHIE INICHOYHO# 060J104KOMH Genoro My

cropone. Ha momepedHoM paspese SAPO OT
Gesioro Ao noutH Gesoro iBerta.

2 Identification /
NnenTnduxanus

HPLC / BOXX

IThe 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

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

Hydrochloride reference
solution. /
Bpemst yaep:KUBaHUSL OCHOBHOTO MHKA H

standardreference standard solution (section "Assay").

XpOMaTorpaMMe HCHBITYEMOTO PAaCTEOPAHAOIKHO COOTBETCTBOBATh BpPEMEHH
COOTBETCTRYET BPEMEHH YAEpXKHBaHHAYAEPHKHBAHHSA OCHOBHOTO IIKa Ha
OCHOBHOTO MHKAa Ha XpPOMATOrpaMMeEXpOMAaTOrpamMMe  CTaHJApTHOIO paCTBopal
CTAHAAPTHOTO PpacTBOpa NETHPH3HHALIETHPH3HHA THAPOXJIOpHIA (pazmen
TUOPOXJIOPUAA. «KonuyecTBeHHOE OonpeneneHue»).

Bpemsa ynmepxuBaHHsA OCHOBHOTO IHKa H:|
pOMarorpaMMe  HCHBITYyEMOrOo  pacTBOp

Remarks: The Product confirms to ND/
IIpumeuanne: Ilponykt cooTBeTcTBYET TpeboBaHusM HJJ

Co

3axmiouenne: OJJOBPEHO

nclusion: APPROVED /

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

Team Member g

Ap
On
Ah

Checked by / IIpoeepeHo:

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

amadullah Mohammad - Quality Assurance-
Team Member g

proved by: Manager/Executive /
obpeno: Menemxep / PykoBonurens

Print Date /J]ata: 25-01-2025

Print Date /Iarta: 25-01-2025

Print Date /data: 25-01-2025




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hponyxkr: Herpun® TabneTku, NOKPHITHE MIEHOYHO 00010uK0H, 10 Mr

Market / Peinok : Russia / Poccust

Batch No. / . B2500115 Batch Quantity / 955 KG / 955 KT

Cepusa Ne Pazmep cepnn

Analytical Repo“rt No./ - 2002FP25000104 Date of Analysis / 24-01-2025

AHaJuTHYeCKHH oTdeT No Jata ananan3za

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

JlaTa npou3BoACTBA T'omen no

Mfg. License No. / MA ber: /

IMpou3BoAcTBeHHAS : 63/RR/AP/96/F/R M JITTI-Ne(005456)-(PT-RU)
Homep PY

JauneH3nsa Ne

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

Ne Test / IlokazaTenn

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
V@- criektpodoTomMeTpus

Complies / CooTBercTBYyeT

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 OTJIOIMEHU UCBEITYEMOT0
pacTBopa UM CTAaHAApTHOTO  pacTBOpA
LeTHPHIHIA THApoXJopHaa B ofuacti ot 200
[:0 400 HM OOJKHBI HMMETh MAaKCHUMYMEI

MOTJIOIIEHHWA NPH OJHOH M TOM K& JJIMHE
OJIHEI C IOITYCTHMEIM OTKJIOHEHHEM + 2 HM.

3 ‘Water content/
Coaep:xaHue BOAbI

3.5% wiw / 3,5%

P\Iot more than 8.0% /
He 6onee 8,0 %

4 Uniformity of dosage units /
OIHOPOAHOCTH XO3HPOBAHHBIX
eIHHHL

3.1/3,1

Acceptance value (AV) should be not more
than 15.0 / INokasatens mpuemneMocTH (AV)
inomicen 6uiTh He Gonee 15,0.

5 Dissolution / PacTBopenne

98%, 96%, 99%, 100%, 97%, 97%

Not less than 80% (Q) of the labeled amount
of C21H25CIN;O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) 0T HOMHHAIBHOT'O COACPIKAHMSA
C21H25sCIN203:2HCI (uetnpuzuHa
nurrapoxaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanue: [IponykT cootBeTcTBYET TpebopanusM HJL

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

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

Team Member 1 g

Checked by / ITpoeepeHo:

K.V.V. Satyanarayana - Qualify
control- Team Member A_,/‘

Approved by: Manager/Executive /

Onobpeno: Menemkep / PykoBoauresns
Ahamadullah Mohammad - Quality Assurance-
Team Member

Print Date /J{ata: 25-01-2025

Print Date /JJata: 25-01-2025

Print Date /IHara: 25-01-2025




Dr.Reddy’s Q:.'-

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IpoayxT: Lerpua® TabneTky, MOKPHITEE IUIEHOYHOH 0600uKoii, 10 Mr

Market / Puinok : Russia / Poccus

Batch No. / . B2500115 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pa3smep cepun

Analytical Repovrt No. / . 2002FP25000104 Date of Analysis / 24-01-2025
AHagmTHYeCKnRii oT4yeT Ne JlaTa ananu3a

Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027
JlaTa nponsBoacTBa T'ogen oo

Mfg. License No. /
IlpousBoacTBeHHAsk
JHIeH3nda Ne

: 63/RR/AP/96/F/R

MA number: /

-Ne (PT-
Homep PY JITI-Ne(005456)-(PT-RU)

Analysis performed according ND / Ananu3 npoeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

\Ne 'Test / IlokazaTean Result / Pe3yabTaThl Specification / Hopma
6 Impurities / Ilpumecn
INot detected / He oGHapy»xena
Impurity A /
[Mpumecs A Less than LOQ (LOQ = 0.010%) / Husxe [Not more than 0.2 % / ve 6onee 0,2 %
Impurity B / Mpeziena KOJIMYECTBEHHOrO ONpeieneHus
[Tpumecs B IIKO = 0,010%) Not more than 0.2 % / ne 6onee 0,2 %
Impurity C /
Tpumecs C Less than LOQ (LOQ = 0.017%) / Huxe [Not more than 0.2 % / ve 6osiee 0,2 %
Impurity D / npenena KOIMYECTBEHHOTO OTNpeaeNneHus
ITpumecs D (IIKO = 0,017%) Not more than 0.2 % / He 6onee 0,2 %
Impurity E /
IMpumecs E Not detected / He o6Hapy»xeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity F /
IMpumecs F 0.02% / 0,02% INot more than 0.2 % / ue 6onee 0,2 %
Any individual unidentified Not detected / He o6Hapysxena
impurity / Jlro6Gast emuHAIHAS Not more than 0.2 % /
HEUIEHTH(UIMPOBAHHAS TIPHUMECH He Gonee 0,2 %
0.07%/0,07%
Total impurities / 0.1%/0,1% Not more than 2.0% /
CymMa npumeceit He 6onee 2,0%
7 Assay / KonnuecTBeHHOE Not less than 9.0 mg and not more than
onpeneaeHne 11.0 mg C21HzsCIN2O3-2HCI (cetirizine
9.80 mg /9,80 Mr dihydrochlooride) in table.t (between 90,0 %
08.0% / 98.0% and 110,0 % of label claim)./ Ot 9,0 mMr 10
’ 11,0 mMr C5;H25CIN,O5-2HCI (uerupusuna
imuruapoxnopua) B tabnetke (ot 90,0 % no
110,0 % OT HOMHHATBEHOTO COACPKAHHUA).

Remarks: The Product confirms to ND/
IIpnmeuanne: Ilpoaykt cooTBeTcTBYET TpeboBanusaM H]T

Conclusion: APPROVED /
3akawuyenue: OJJOBPEHO

Prepared by / IloarotoeneHo: Checked by / IIpoeepeHo:
D. Latha- Quality control-

Team Member g

K.V.V. Satyanarayana - Quali
control- Team Member &'

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pykoomurens

Ahamadullah Mohammad - Quality Assurance-
Team Member glﬁb -

Print Date /JJara: 25-01-2025 Print Date /ara: 25-01-2025

Print Date /ata: 25-01-2025




»

IDr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Lerpuu® TabneTky, MOKPHITHE IIEHOYHO# 06osioukoil, 10 Mr
Market / PuiHOK : Russia / Poccus
Batch No. / . B2500115 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pazmep cepuu
Analytical Repovrt No./ . 2002FP25000104 Date of Analysis / 24-01-2025
AHajuTHdecknii oTyeT Ne JlaTa anaan3a
Date of Manufacture / . 26-12-2024 Date of Expiry / 30-11-2027
JlaTta NpoH3BOACTBA Tonen go
Mfg. License No. / MA ber: /
TpousBoacTBeHHast : 63/RR/AP/96/F/R amotl: JITI-Ne(005456)-(PT-RU)
Homep PY
Junen3ns Ne
Analysis performed according ND / Auaan3 nposeaen mo H: JIII-Ne(005456)-(PI'-RU)-150524

Test / IloxazaTean

Result / PesyabTaThl

Specification / Hopma

Ne
8 Subdivision of tablets /
Jlenenne TabneTox

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. /
TabneTku COOTBETCTBYIOT TPeGOBaHMAM, €CIH
He Oostee 1 emyHUYHAS Macca OTKIIOHAETCA 3a
npenensl 85%-115% ot cpeanei Macchl.
TabaeTkH He COOTBETCTBYIOT TPEGOBaHUAM,
ecnu Gonee yeM 1 MHAMBHAYaTbEHAs Macca
OTKJIOHAETCH OT STHX HpEe/IeNOB W, eCliu 1
HHIWBHIyanbHas Macca OTKJIOHSETCS 3a
npenesnsl 75%-125% ot cpenHeit MacChl.

9 Microbiological purity* /
MukpobHonoruyecKas
uncroTa*®

a) Total aerobic microbial count /
Obmmee yucio a3poOHBIX
MHKpPOOPIaHH3MOB

b) Total combined yeasts and
mould count / O6mee uncio

IIPOAOKEBEIX H INICCHEBEBIX FpPI6OB

c) E. coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g /
Memnee 10 KOE/r

Absent in 1g / OrcyTcTByeT B 1T

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/ OrcyrcTeue B 1 1T

Remarks: The Product confirms to ND/

Conclusion: APPROVED /
3axnouenune: ONOBPEHO

IIpumeuanne: IlponykT cooTBercTByeT TpeboBanHusM HJJ

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

Team Member { :2

Checked by / IIposepeHno:

K.V.V. Satyanarayana - Quality
control- Team Member é_(,//—‘

Approved by: Manager/Executive /

OpoGpeno: Menemkep / Pykoponutens
Ahamadullah Mohammad - Quality Assurance-
Team Member

Print Date /JTara: 25-01-2025

Print Date /[1ata: 25-01-2025

Print Date /[Jara: 25-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

ITpoaykr: Iletpun® TabneTky, MOKPLITHE IUIeHOYHO 0600ukoi, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2500115 Batch Quantity / 955 KG /955 K[

Cepus Ne Pa3zmep cepun

Analytical Repourt No. / . 2002FP25000104 Date of Analysis / 24-01-2025

AHanuTH4YeckHii oTyeT No JarTa ananusa

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

Jara npoussogcTBa T'omen no

Mfg. License No. / MA number: /

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

anuensus Ne

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

Ne Test / IloxkasaTenn

Result / PesyabtaTsl

Specification / Hopma

10 Package / Ynaxopka

10 tablets in PVC/PVDC//aluminum

[lo 3 Gnuctepa BMECTE C JIMCTKOM-
BKJIA[bILIEM YTIAKOBAHBI B TIAYKY
KAPTOHHYIO.

blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok B
IBX/TIABX//antomunueBom bnucrepe.

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

ITo 10 Tabnerok B
MMBX/TIABX//amomMunneroM 6miactepe. 1o 2
K 3 GnucTepa BMeCTE C INCTKOM-
BKJIAZIBILIEM 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
Certificate of Analysis / IIpoBoAHTCS IPOM3BOAMTEINIEM IIPH BHINIYCKE IIEPHOANYECKU: TS Kaxno# 20-oif cepuu WM He MeHee 1
pasa B roj. Ilokasartens MOXeT ObITh He BkioyeH B CepTudukaT aHamu3a GHPMEIL.

Remarks: The Product confirms to ND/
IIpumeyanue: ITponykT coorBeTcTBYET TpeboBaHuaM H]J

Conclusion: APPROVED /
3axmouenue: OJJOBPEHO

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

Team Member g

Checked by / ITposepeno:

K.V.V. Satyanarayana - Qualit,
control- Team Member A//

Approved by: Manager/Executive /
Opo6peHo: MeHemxkep / Pykopomutens

" Ahamadullah Mohammad - Quality Assurance-
Team Member j

Print Date /Mara: 25-01-2025

Print Date /JlaTa: 25-01-2025

Print Date /Hara: 25-01-2025
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykr: Ietpun® TabyeTkH, MOKPHITHIE IUIEHOUHOH 0007104K0#, 10 Mr
Market / PoiHoK : Russia / Poccus
ptel Xon 4 : B2500115 Batch Quantity /. o555/ 955 kT
Cepus Ne Pazmep cepun
Analytical Repovrt No./ . 2002FP25000104 Date of Analysis / . 24-01-2025
AHasuTHYecKHii oTyer No JlaTa aHaJu3a
Date of Manufacture / . 26-12-2024 Date of Expiry / . 30-11-2027
JlaTa npou3BoacTBa T'ogen o
Mfg. License No. / MA ber: /
IponsBoacTEeHHAS : 63/RR/AP/96/F/R e JITI-Ne(005456)-(PT-RU)
Homep PY
JuueH3nsn Ne
Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PT-RU)-150524

API name / HanmeHoBanne A®C: Cetirizine dihydrochloride / Lletupusuna auruapoxmnopun

INN / MHH: ; Cetirizine / Ietupusun

API manufacturer batch number / BT00-24065

Homep cepun npouszBoaurens ADC:

FP Manufacturer API Batch number / FBRAO00563

Homep cepun cy6cTanuuu nponssoaurens I'JI®:

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

Ilponssogureabr AD®C, crpana: I'noxem Unmacrpuec I1er. JIta., UHous

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

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

HaumenoBaHue, aapec, JHUEH3HA AIA Malkajgiri Distrist — 500090, Telangana State, India (license No

IIponssoacTeenHas maomanka / ILtomaaka KOHTpoJst 63/RR/AP/96/F/R). / TIpouzsoacTBeHHOE mopazaeneHue-11,

xavecrsa / IInomagka Beinmycka Vwyuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamum

Bunnanx, bauynasuin Manpan, Menuan Manakakrupu
Huctpuxr — 500090, mrat Tenanrana, Magus (JIunensus 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».

3axsrouenue o cooTBercrBuu: «HacToamum s moaTeBepxaaro, YTo MpHBeIeHHas Bbie HHbOpMalHA ABIAETCS JOCTOBEPHOH M
TOYHOH. OTa cepus NMpOIAYKLMH Npou3BeldeHa (BKIIOYAs YMAaKOBKY (MapKHpOBKY) H KOHTPOJb KayecTBAa) Ha BHIICYKa3aHHOM
NpOM3BOACTBEHHOH IIomaake (IUIOMaakax) B MOJHOM COOTBETCTBHH ¢ TpeGoBanusmu Ipasun Hapnexatel npon3BOACTBEHHON
npakTtukd EBpasmiickoro skoHoMuueckoro cowsa (GMP/EAEU/RU/00573-2022) u TpeOoBaHusSMM KOHTpPOJI1 KauyecTBa
JIEKAPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHH CO CIICLMGHUKALUAMU, COACPHKAIMUMUCA B PETUCTPAIIMOHHOM JOCHE CTPaHbI-
HUMIIOpTEpa. 3aNucH Mo NPOU3BOACTBY, YIIAKOBKE M aHAIU3Y NPOREPEHE], H YCTAHOBJICHO HX COOTBETCTBHE TpeGoraHMAM IIpaBHi
HaJlJIeKalleH NMPOU3BOACTBEHHOM NMpakTHKU EBpa3suiickoro 3kOHOMHYECKOTO COKO3ay.

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

IIpumeuanne: IIpoaykt coorsercTByeT TpeboBanuam HJI 3axmwouenne: OJJIOBPEHO

Prepared by / ITogrotrorneHo: Checked by / ITporepeno: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Quality OnobpeHo: MeHemxkep / PykoBonurtens

Team Member control- Team Member éb Ahamadullah Mohammad - Quality Assurance-
/"&’4 Team Member 0,{6 :

Print Date /dara: 25-01-2025 Print Date /[lata: 25-01-2025 Print Date /Jlata: 25-01-2025




