Dr.Reddy’s "‘:‘.

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Mpoaykr: LleTpnH® TablieTkH, MOKPEHITHIE MJICHOYHO# 06010uK0if, 10 MF
Market / Poinok : Russia / Poccus
patch No./ : B2500118 Batch Quantity / . 955KG /955 KT
Cepus Ne Pazmep cepun
Analytical Repovrt No. / - 2002FP25000136 Date of Analysis / . 24-01-2025
Ananutudecknii ordeT No Jarta anaamsa
Date of Manufacture / . 02-01-2025 Date of Expiry / . 31-12-2027
JlaTa npon3BoAcTBa Togen no
Mfg. License No. / MA ber: /
IIpousBoacTBeHHAS : 63/RR/AP/96/F/R numbyer: :  JIII-Ne(005456)-(PT-RU)
Homep PY
Junensnsa No
Analysis performed according ND / Ananu3 nposeaen mo HJI: JIIT-Ne(005456)-(PI'-RU)-150524

No Test / IlokazaTens Result / PesyabTaThl Specification / Hopma
1 Description / Onucanue ‘White coloured, round, biconvex filmWhite 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. / KpyrasieWhite to off-white core on cross section.
NBOSKOBBIITYKJIBIE TaOJNETKH, MOKpPhITHiEKpyrible JIBOSIKOBBIITYKJIBIE TabneTky,
1eHo4HOH obosoukoii Genoro mpera, jnoprrrme IUIEHOYHOH 0001104KO#1 6estoro umm
pDUCKO Ha OHHOW  CTOpOHE. HHIEIO‘-[TH Gemoro mBeTra, C PHCKOM Ha OXHOI
monepeyHoM paspese — supo GenorocropoHe. Ha momepedyHoM paspeze  sapo oT
LBETA. Genoro 1o nmouty Gesnoro nBera.
2 Identification / The retention time of the main peak intheThe retention time of the main peak in the
MNaentudnranus chromatogram of test solution complychromatogram of test solution should comply
with the retention time of the main peakjwith the retention time of the main peak in the
HPLC / BOXX in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride reference standardreference standard solution (section "Assay").
solution. / Bpems y#epuBaHUS OCHOBHOTO IIHKAa Ha
Bpems ynep:KUBaHHs OCHOBHOTO MMHKa HAXPOMATOrPaMMe  HCIIBITYEMOrO  pacTBOpa
XpOMAaTOrpaMMe HCIBITYEMOro PacTBOPAN0MKHO COOTBETCTBOBATH BpEMeHH
COOTBETCTBYET BPEMEHH YHAECPIKHUBAHHSAYAEPKHUBAHUA OCHOBHOT'O nUKa H
OCHOBHOTO I[IMK4 Ha XPOMATOrpaMMeXpoMaTorpaMMe  CTaHAApTHOTO pacmopj
CTAaHJIApTHOTO pPAacTBOpa  LETHPH3HHALETHPHIMHA TUAPOXJIOpHAA (paznen
FHAPOXJIOpHAA. «KonuuecTBeHHOE ONIpEieICHUEY).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusam HI{ 3akawuenne: OJJOBPEHO
Prepared by / Ilonroroenexo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Qualit; Opo6peHo: Menemxep / Pykoponutens
Team Member control- Team Member éi/ Ahamadullah Mohammad - Quality Assurance-
tZ éﬁ—’ Team Member ‘_//'A ’(W u’:f'
Print Date /J]ata: 25-01-2025 Print Date /Hara: 25-01-2025 Print Date /[ara: 25-01-2025
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Dr. Reddy’s Q-:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: [leTpua® TabieTkH, MOKPHITHIE NIeHOYHOH 06onouko#, 10 Mr

Market / Pbinok : Russia / Poccus

Batch No. / . B2500118 Batch Quantity / 955 KG / 955 KI*

Cepusi Ne Pa3zmep cepuu

Analytical Repo“rt No./ . 2002FP25000136 Date of Analysis / 24-01-2025

Ananuradecknii oTaeT Ne JlaTa aHanu3a

Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027

JlaTta nponsBoacTBa T'open no

Mfg. License No. / MA number: /

IpousBoACTBEHHASK : 63/RR/AP/96/F/R il JI1-Ne(005456)~(PT-RU)
Homep PY

JaneH3ns Ne

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

INe Test / Iloxa3aTean

Result / PesyabTaThl

Specification / Hopma

|UV- spectrophotometry /
V®- criekTpodoToMeTpus

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 ®-crekTphl HOTOIEHRNA HCIIBITYEMOTO,
pacTBOpa W CTaHAApTHOrO  pacTBOpa
LeTHPU3MHA rUapoxyiopuaa B obnactu ot 200
mo 400 HM [OODKHBI HMETh MaKCUMYMBI
NOTTIANEHUS TPU NJTHAW U TOW We  ITHHE,
BOJIHBI C JIOILYCTUMBIM OTKJIOHEHHEM * 2 HM.

Water content/
Copepxanse BoAbI

3.3% wiw/3,3%

INot more than 8.0% /
IHe 6onee 8,0 %

Uniformity of dosage units /
OIHOPOAHOCTH J03MPOBAHHBIX
eIHHHL

3.0/3,0

Acceptance value (AV) should be not more
than 15.0 / ITokazarens npuemieMoctd (AV)
inomxen beITh He Gonee 15,0.

Dissolution / PacTBopenne

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

Not less than 80% (Q) of the labeled amount
of Co1HasCIN2O3:2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIBHOTO COAEP>KaHHUA
C21H25CIN2O3-2HCI (netnpusuna
imuruapoxnopun) yepes 30 MuH.

Remarks: The Product confirms to ND/

IIpumeuanne: ITpoaykt coorBercTByeT Tpebopanuam HJT

Conclusion: APPROVED /
3axawuenune: OJJOBPEHO

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

Team Member | g

Checked by / ITposepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member é/

Approved by: Manager/Executive /

OnobGpeno: Menemxep / PykoBoautens
Ahamadullah Mohammad - Quality Assurance-
Team Member

Print Date /JaTa: 25-01-2025

Print Date /Mara: 25-01-2025

Print Date /JlaTa: 25-01-2025




Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: Lletpuu® TabsieTKH, MOKPBITHIE TIEHOYHOH 060104KOi, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / . B2500118 Batch Quantity / 955 KG /955 K[

Cepuns Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000136 Date of Analysis / 24-01-2025

AHaJuTHYeCKHii 0T4eT Ne JlaTa aHaJu3a

Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027

JlaTa npousBoacTaa Topen no

Mfg. License No. / MA number: /

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

auneH3ns Ne

Analysis performed according ND / Anasn3 nposeaen mo HJI: JIII-Ne(005456)-(PT-RU)-150524

Ne Test / IlokasaTens Result / Pe3yabTaThl Specification / Hopma

6 Impurities / Ipumecn
Impurity A / Not detected / He o6HapykeHa
[Tpumecs A Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
TIpumece B npenena KoiMyecTeeHHoro onpenenenua[Not more than 0.2 % / ve 6onee 0,2 %
Impurity C / (ITKO = 0,010%)
[pumees C -[Not more than 0.2 % / ue 6onee 0,2 %
Impurity D / 0.02% / 0,02%
IMpumecs D Not more than 0.2 % / He 6onee 0,2 %
Impurity E / Not detected / He 06HapyxeHa
IIpumecs E Not more than 0.2 % / e 6omaee 0,2 %
Impurity F / 0.03% / 0,03%
ITpumecs F Not more than 0.2 % / e 6oxee 0,2 %

Not detected / He o6HapyxeHa

Any individual unidentified
impurity / Jxo6as enquHpuHas 0.07%/ 0,07% Not more than 0.2 % /
HEeHIeHTHQUIMPOBaHHAs IIPUMECh He 6onee 0,2 %
Total impurities / 0.2%/0,2% INot more than 2.0% /
Cymma npumecei He 6onee 2,0%

7 Assay / KoindyecTBeHHOE Not less than 9.0 mg and not more than
onpeneeHHe 11.0 mg C21HosCIN,O3-2HCI (cetirizine

10.00 mg / 10,00 Mr dihydrochl:)ride) in table:t (between 90,0 %
100.0% 7 100.0% nd 110,0 % of label claim)./ Ot 9,0 Mr o
i 11,0 mr C3H25sCIN2O;5-2HCI (uerupusuHa
runpoxopun) B Tabnerke (ot 90,0 % no
110,0 % OT HOMMHANBEHOIO CONEpPKAHHU).

Remarks: The Product confirms to ND/
IlIpumeuanne: IIponykT cooTBeTcTBYET Tpebosanusam HIL

Conclusion: APPROVED /
3axmouenne: OAOBPEHO

Prepared by / [ToaroroeneHo:
D. Latha- Quality control-

Team Member L&f”—

Checked by / IlpoBepeHo:

K.V.V. Satyanarayana - Q%'/

Approved by: Manager/Executive /

OnoGpeHo: MeHemxkep / PykoBoxutens
Ahamadullah Mohammad - Quality Assurance-
Team Member

Print Date /Hara: 25-01-2025

control- Team Member
Print Date /JTata: 25-01-2025

Print Date /Hara: 25-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Herpuu® TabneTku, MOKPBITHIE TUIEHOYHOM 060m04Koit, 10 Mr

JIHueH3ust Ne

Market / PoiHoK : Russia / Poccus
Batch No. / . B2500118 Batch Quantity / 955 KG / 955 KT
Cepusa Ne Pa3zmep cepun
Analytical Repo“rt No. / . 2002FP25000136 Date of Analysis / 24-01-2025
AHaJuTHYeCKHIi oTUeT No JaTa ananusa
Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027
Jlara npon3BoacTBa T'ogen no
Mfg. License No. / MA number: /
: ) -No 456)-(PI'-
IIpousBoacTBeHHasA 63/RR/AP/96/F/R Howmep PY JII-Ne(005456)-(PT-RU)

Analysis performed according ND / Ananu3s uposexen mo HJI: JITI-Ne(005456)-(PI"-RU)-150524

Ne Test / Ilokazarens Result / Pe3yabTaThl

Specification / Hopma

8 Subdivision of tablets /
JesteHne Ta0J1eTOK

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. /
TabneTkH COOTBETCTBYIOT TPeOOBaHHAM, €CITH
He Gonee 1 eAMHUYHAsA Macca OTKIIOHSETCS 3a
npenens 85%-115% ot cpenHel Macchl.
TabneTkH He COOTBETCTBYIOT TPEGOBaHHUAM,
ecnu 6onee yeM | MHIMBUAYaNbHAs Macca
OTKJIOHSETCS OT STHX NPEIeNIOB HITH, €I 1
WHAMBHIYaJILHAA Macca OTKJIOHsAETC 33
npenenst 75%-125% ot cpenHel Macchl.

9 Microbiological purity® /

MukpoOuoiornyeckas
qucToTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
O6wee 4nciIo aspobHBIX He Gomnee 1000 KOE/r
MHUKPOOPraHH3MOB
Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / O61ee yuco He 6onee 100 KOE/r
IPOMOKEBBIX U IIECHEBEIX TPUGOB
c) E. coli Not Applicable Shall be absent in 1g/ OtcyrctBue B 1 T

Remarks: The Product confirms to ND/
Hpumeuanne: IIpoaykr coorBercTByeT TpeboBanusam HJT

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

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

Team Member { E; ’

K.V.V. Satyanarayana - Qualify
control- Team Member &%/

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykosonurens
Ahamadullah Mohammad - Quality Assurance-
Team Member W

Print Date /Marta: 25-01-2025 Print Date /Jlara: 25-01-2025

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




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ilpoaykr: LHerpuu® Tabnerku, MOKpHITHIE INIEHOYHOH 000104K0i, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2500118 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepnn

Analytical Repovrt No./ . 2002FP25000136 Date of Analysis / 24-01-2025

AnanutHdyeckni oTueT Ne JlaTa anamnusa

Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027

JlaTa npou3BoacTBA T'onen no

Mfg. License No. / MA number: /

IIponsBoacTBeHHAS : 63/RR/AP/96/F/R 1 er: JITI-Ne(005456)-(PT"-RU)
Homep PY

JHIOEH3HsA No

Analysis performed according ND / Anann3 nposegen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Ne est / TloxaszaTenn

Result / PesyabTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum

leaflet in a carton. / ITo 10 Tabnerox B

o 3 6nuctepa BMecTe C TUCTKOM-
BKNAJBILIEM YIIAKOBAHEI B MAYKY
KapTOHHYIO.

blister. 3 blisters and patient information

[MBX/TIIBX//amomMuHHeBOM GmucTepe.

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

ITo 10 Tabnerok B
[MBX/T1ABX//antomMurueBom Omucrepe. 1o 2
unu 3 Gnuctepa BMecTe C JTHCTKOM-
BKJTAJIBILIEM 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 / IlpoBoguTCs MPOU3BOAMTEIEM NIPY BBIMYCKE NEPHOIHYECKH: A Kakaod 20-oi cepuu UM He MeHee 1
paza B rof. [Tokazatens MokeT OBITE HE BKITIOUeH B CepTHgUKaT aHaiu3a GUpPMEIL.

Remarks: The Product confirms to ND/
Ilpumeuanue: IIponykT cooTBeTcTBYET Tpeboranmam HJI

Conclusion: APPROVED /
3axmouyenune: OJJOBPEHO

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

Team Member | g

Checked by / ITpoeepeno:

K.V.V. Satyanarayana - Qualit
control- Team Member é//

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykopogutens
Ahamadullah Mohammad - Quality Assurance-

Team Member L:W,\Z_/f’

Print Date /arta: 25-01-2025

Print Date /Jlara: 25-01-2025

Print Date /JTata: 25-01-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: IeTpuH® Tabnerky, HOKPHITHIE MIIEHOYHOM 060104KOH, 10 Mr
Market / PoiHok : Russia / Poccus
Batch No. / : B2500118 Batch Quantity / : 955KG/955 KT
Cepus Ne Pasmep cepun
Analytical Repovrt No. / . 2002FP25000136 Date of Analysis / 24-01-2025
AHaJnTHyecknii oT9eT Ne JaTta ananuza
Date of Manufacture / . 02-01-2025 Date of Expiry / . 31-12-2027
JlaTa npon3BoJCTBa Toaen go
Mfg. License No. / MA ber: /
TIpon3BoacTBeHHas : 63/RR/AP/96/F/R numoer: :  JIII-Ne(005456)-(PT-RU)
Homep PY
JuneH3un Ne
Analysis performed according ND / Auanu3s npoeeaen no H/I: JITI-Ne(005456)-(PT-RU)-150524

API name / HaumenoBanne A®PC: Cetirizine dihydrochloride / IeTupusuHa QUrHapoxopun

INN / MHH: _ Cetirizine / Iletupusun

API manufacturer batch number / BT00X24006

Homep cepuu npoussoauteas A®C:

FP Manufacturer API Batch number / FBRAOO615

Homep cepuu cy6cranuuu nponspogurens LJID:

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

Ilpouszsoantens A®C, crpaHa: I'moxem Mnpactpuec IIBr. JITa., Muous

Name, address, authorization-No for FP 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

HanmenoBanue, aapec, JHIeH3Us A5 Malkajgiri Distrist — 500090, Telangana State, India (license No

TIpousesoacTBeHHasn miomanka / Ilnomagka KouTpoas 63/RR/AP/96/F/R). / IlpouseoacTBeHHOE MoapazaeneHue-11,

kavectsa / ILtomaaka Beinycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynannu

Bunamxk, Bauynannu Mannan, Mengyan Manakamxrupu
Huctpukr — 500090, wrar Tenanrasa, Maous (JIuuenzus 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».

3ak04eHne o coorsercTenu: «HacTosmuM s MOATBEpKAAIO0, YTO MpHBeAEHHAS Bblle HHGOpPMALMS SBIAETCA JOCTOBEPHOH U
TOYHOH. OTa cepud NPOAYKLMM HpOoH3BeAcHa (BKIIFOYAas yMakoBKY (MapKUpPOBKY) M KOHTPOJIb KadeCTBa) Ha BHIIEYKAa3aHHOM
NpOM3BOACTBEHHOH MuIomaake (IUIOMaAkax) B IIOJIHOM COOTBETCTBUM C TpeGoBaHuamu [Ipasun Hagnexaineil mpOU3BOACTBEHHOMN
npakTHkH EBpasmiickoro skoHoMmieckoro coroza (GMP/EAEU/RU/00573-2022) u  TpeGoBalMAMH KOITPOJIT KAavuecTBa
JIEKAPCTBEHHEIX CPEICTB, a TAKAKE B COOTBETCTBHH CO CHELMDHKALMAMH, COAEPHKALIMMUCSI B PErHCTPALMOHHOM JIOCHE CTPaHbI-
HMMIIOPTEPA. 3anKCH MO MPOU3BOZICTBY, YIIAKOBKE H aHAJIH3Y MPOBEPEHE], M YCTAHOBJIEHO UX COOTBeTCTBHE TpeboBaHuaM Ilpasun
HaJIe)KalleH IpOU3BOACTBEHHOHN NpakTHk EBpa3uiicKoro 5KOHOMHYECKOTO COI03a.

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

Ilpumeuanmne: TTpoaykT cooTBeTcTBYET TpeboBanusM HJJ 3akaiouenne: OJIOGPEHO

Prepared by / IToarorosneHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Quality Ono6peno: Menemkep / PykoBoautens

Team Member control- Team Member é/ Ahamadullah Mohammad - Quality Assurance-
L&b Team Member ’ﬁm«g

Print Date /Jlata: 25-01-2025 Print Date /JTata: 25-01-2025 Print Date /JTata: 25-01-2025




