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Dr.Reddy’s Q‘:‘

CEPTUDPHUKAT AHAJIN3A

CERTIFICATE OF ANALYSIS

Product: Cetrine film coated tablets, 10 mg

IlpoaykT: LieTpuH® TabiieTkH, NOKPHITHIE IUIEHOYHOH 06onoykoii, 10 Mr

Market / PuiHOK : Russia / Poccus

Batch No. / . B2501575 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No. / - 2002FP25001290 Date of Analysis / 31-05-2025

AHanuTH4yeckuii oryer No JaTa ananu3za

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JlaTa npou3BoACTBA T'ogen no

Mfg. License No. / MA number: /

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

JnueH3HA Ne

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

Ne

est / Iloxa3aTenn

Result / Pe3yanTaThl

Specification / Hopma

Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrasie
IBOSIKOBBITTYKJIbIE TaONETKH, MOKPBITHIE
IIeHOYHOM 000J104Kk0il Oenoro nBeTa, ¢
pUCKOH Ha OJHOH  CTOpOHE.
MOTIEpeYHOM paspe3e — sAapo 6enoro
LIBETA.

Hanouti Gesoro 1mera, ¢ pHCKoif Ha OAHOM

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

Kpyrnble = JBOSKOBBIIIYKIbIE TaONeTKH,
MOKpPhIThIE ITIEHOUHOH 060104K0it 6enoro umm

cropoHe. Ha nomepeuHom paspeze AIpo OT
Beoro 1o modTH OEIOro 1BETA.

Identification /
HnenTnduxauus

HPLC / BOXX

The 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
Hydrochloride reference
solution. /

standardreference standard solution (section "Assay").

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

CTaHIApPTHOTO  pacTBopa
rHAPOXJIOPUAA.

BpeMﬂ YAEPKUBAHUA OCHOBHOI'O TTMKa H, xpoma'rorpamme
XpoMaTorpaMmMcC HCIBITYCMOI'O pac*rsop OJLKHO
ICOOTBETCTBYET BPEMECHHU YIAEPKHUBAHHAYICPHKHBAHHA
IOCHOBHOTO TITMKa Ha XpomartorpaMMmexpomMarorpaMme
LETUPHU3HHALIETHPHU3MHA

BpeMa yIOepKMBaHHA OCHOBHOTO ITHKa Ha1
HCIILITYEMOrO  pacTBOpa

COOTBCTCTBOBATH BPCMCHH
OCHOBHOTO MHKa  Ha
CTAQHJAPTHOTO  PAcTBODa
THAPOXJIOpUIA (paspen

«KONHYECTBEHHOE OTIPELCIICHUEN).

Remarks: The Product confirms to ND/
ITpumeyanue: IIpogykT cooTBeTCTBYET TpeboBanusiM H]T

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

Prepared by / ITogroTopieHo:
D. Latha - Quality control- Team

Member 1 g

Checked by / IlpoeepeHo:
A. Susmitha - Quality control- Team
Member

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /Jlata: 31-05-2025

Print Date /ata: 31-05-2025

Print Date /JTata: 31-05-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mponykr: LletpuH® TabneTKH, MOKPHITHE IIIEHOYHOH 060504K0M, 10 Mr

Market / PuiHOK : Russia / Poccus

Batch No. / . B2501575 Batch Quantity / 955 KG /955 KT

Cepusa Ne Pasmep cepnu

Analytical Repovrt No. / . 2002FP25001290 Date of Analysis / 31-05-2025

AHaIUMTHYECKHI oT4eT Ne JlaTa aHanH3a

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

Jlara npon3BOJCTBA T'ogen oo

Mfg. License No. / MA number: /

IpousBoacTBEHHAS : 63/RR/AP/96/F/R e JITT-Ne(005456)-(PT-RU)
Howmep PY

JuieH3ns Ne

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

Ne Test / [loka3aTennb

Result / Pe3ynbTaThl

Specification / Hopma

UV- spectrophotometry /
V®- cnekrpodoroMeTpus

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 ®-crieKTpsl NOTNOINEHS UCIIBITYEMOTO|
pacTBOpa M CTAHAapTHOTO  pacTBOpd
LEeTHpPU3MHA TUIpoxNopuaa B obmacty ot 200,
no 400 HM JOMKHBI HMMETh MaKCHMYyMBl
MOTJIONICHHA TPU ONHOM M TOH XKe IUIHHE
BOJIHBI C IOTTYCTHMEIM OTKIIOHEHHEM + 2 HM.

101%, 101%, 99%, 101%, 103%, 97%

3 Water content/ o o Not more than 8.0% /
Coaep:xaHne BOAbL 4.0% wiw / 4,0% He 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH A03MPOBAHHBIX 5.0/5,0 than 15.0 / ITokaszarens npuemuemMocTH (AV)
e AHITHIT nomxeH OMTR He Gonee 15,0,

5 Dissolution / PacTBopenue Not less than 80% (Q) of the labeled amount

of C21H2sCIN20O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHAIBLHOIO COJCPIKAHHUA
IC21H25sCIN>0;-2HCI (ueTHpH3uHa
{muruapoxsiopun) 4epes 30 MuH.

Remarks: The Product confirms to ND/
IMpumeuanne: JIpogykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion: APPROVED /
Zaxmouenue: OJTOBPEHO

Prepared by / IloarorosneHo:
D. Latha - Quality control- Team

Member ( g

Checked by / IIpoBepeHo:
A. Susmitha - Quality control- Team

Member @

Approved by: Manager/Executive /
Ono6peno: Menemkep / Pykopogurens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /data: 31-05-2025

Print Date /Jlata: 31-05-2025

Print Date /Jlata: 31-05-2025
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Dr; Reddy’s Qf"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: LlerprH® TabNeTKH, TOKPHITHIE TUICHOUHOH 060109K0H, 10 Mr

Market / PriHok : Russia / Poccust

Batch No. / . B2501575 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pasmep cepun

Analytical Repovrt No./ - 2002FP25001290 Date of Analysis / 31-05-2025

AnanuTndeckuii oTuet No JlaTa ananusa

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JaTa npou3BOACTBa T'ogen o

Mifg. License No. / MA number: /

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

JnmeH3ust Ne

Analysis performed according ND / Anasnus npoenen mo HJI: JITT-Ne(005456)-(PI'-RU)-150524

onmpenaesIeHue

9.93 mg /9,93 mMr
99.3% / 99,3%

\Ne Test / Iloka3aTenb Result / Pe3yabTaThl Specification / Hopma
6 Impurities / XIpumecn
Not detected / He o6HapyxeHa
[mpurity A /
[Mpumecs A Less than LOQ (LOQ = 0.010%) / Hixe [Not more than 0.2 % / He 607ee 0,2 %
Impurity B / npeenia KOTH4eCTBEHHOTO ONPEASIICHHA
[Ipumecs B (TIKO = 0,010%) Not more than 0.2 % / He 6o1ee 0,2 %
Impurity C /
[Ipmmvecs C Less than Limit of Detection (LOD =  [Not more than 0.2 % / He 6onee 0,2 %
Impurity D / 0.006%) / Hike npexnena o6HapyxeHus
[Tpumecs D I10 = 0,006%) . Not more than 0.2 % / ue 6osiee 0,2 %
Impurity E /
[Ipumecs E Not detected / He o6Hapy»xena INot more than 0.2 % / He Somee 0,2 %
Impurity F /
[Tprmecs F 0.03% /0,03% INot more than 0.2 % / e 6onee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlso0as equHUYHAs 0.015%) / Hiwke npenena oGHapyxeHUs [Not more than 0.2 % /
HerneHTuduporanHas nmpumecs (110 = 0,015%) ge Gomee 0,2 %
0.07% / 0,07%
Total impurities / 0.1%/0,1% Not more than 2.0% /
CyMMa npuMece He 6onee 2,0%
7 Assay / KosimyecTBeHHOE INot less than 9.0 mg and not more than

11.0 mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr o
11,0 mr C21H25CIN,03-2HCI (netupusuza
nuruapoxopun) B rabnerke (ot 90,0 % g0

110,0 % OT HOMHHAJIBHOI'O CONCPXKAHUA).

Remarks: The Product confirms to ND/
Ilpumeuanne: [IpoxykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion: APPROVED /
3akawuyenune: OJIOBPEHO

Prepared by / [loaroTosieHo:
D. Latha - Quality control- Team

Member ( §

Checked by / ITpoBepeHo:
A. Susmitha - Quality control- Team

Member
4

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PykoBoIurens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /[Tata: 31-05-2025

Print Date //lata: 31-05-2025

Print Date /data: 31-05-2025
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
HNpoaykr: Lletpun® TabneTKH, NOKPLITEIE ILICHOYHOH 0601104K0#, 10 MT

Market / PuiHOK : Russia / Poccust

Batch No. / . B2501575 Batch Quantity / 955 KG / 955 KT

Cepus Ne Paszmep cepun

Analytical Repovrt No. / . 2002FP25001290 Date of Analysis / 31-05-2025

AHAJMTHYECKHI 0TyeT Ne Jara ananusa

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JaTa npou3BOACTBA I'open oo

Mfg. License No. / MA number: /

IIpou3BoACTBEHHAS : 63/RR/AP/96/F/R : JITT-Ne(005456)-(PT"-RU)
Homep PY

auueH3ns Ne

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

Result / Pe3yabTaThl

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. /
TabaeTkH COOTBETCTBYIOT TPEOOBAHIAM, €CIIH
te Gonee 1 efMHNYHASA Macca OTKJIOHAETCA 3a
npenens 85%-115% ot cpemHeit Macchl.
TabneTKH He COOTBETCTBYIOT TPEOOBAHMUAM,
ecnu Oonee yeM | HHAMBHIOYyalbHasd Macca
OTKJIOHSIETCA OT 3THX HpeJeIIoB WM, eciy 1
MHIMBHIyanbHas Macca OTKIOHAETCS 3a
npesensl 75%-125% ot cpeiHel Macchl.

Ne Test / IlokasaTenn

8 Subdivision of tablets /
Jlenenue TabeToK

9 Microbiological purity* /
MuxkpoouoJornyeckas
YUCTOTA*

a) Total aerobic microbial count /
O06mee 9rcio a3pobHBIX
MMKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / Ob61ee gucO

APOXOKEBBIX M INIECHEBLIX I’pI/I60B

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not more than 1000 CFU/g /
He 6omee 1000 KOE/r

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

Shall be absent in 1g / OtcyTcTBHE B 1 T

Remarks: The Product confirms to ND/
Ipumeuanne: [IpoAyKT cOOTBETCTBYET TpebopaHmaM HJJ

Conclusion: APPROVED /
Jakawuenne: OJIOBPEHO

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

Checked by / IlpoBepeHo:
A. Susmitha - Quality control- Team

Member @ _

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykosonutens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /ara: 31-05-2025

Print Date /J1ata: 31-05-2025

Print Date /[{arta: 31-05-2025
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: LIeTpuH® TabJIeTKH, HOKPHITHIE TIEHOYHOH 000/104KOH, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2501575 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3zmep cepuu

Analytical Repourt No. / . 2002FP25001290 Date of Analysis / 31-05-2025

AHaaUTHYeCKHUil oTueT No Jara ananusa

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

JaTa npon3BOACTBA T'open no

Mfg. License No. / MA number: /

IpousBoacTBeHHAsS : 63/RR/AP/96/F/R o ) JITI-Ne(005456)~(PT"-RU)
Homep PY

JIHLeH3Us1 Ne

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

Ne Test / Iloka3zarennb

Result / Pe3ynbTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
[IBX/T1IBX//amomunneBoM OamcTepe.
[To 2 6mmcTepa BMECTE C JINCTKOM-

BKJIAAbILIEM YIIAKOBAHBI B ITAYKY
KapTOHHYIO.

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

[To 10 Tabnetok B
[MBX/TIABX//anmromunueBom Oxucrepe. 1o 2

WK 3 OIECTepa BMECTE C JIUCTKOM-
BKJIAJIBIIIEM YIIAaKOBaHBI 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 / [IpoBoaHTCS TIPOM3BOAMTEIEM PH BEIMYCKE IEPUOAHIECKU: T Kaxaoi 20-0k cepuu uinu He MeHee 1
pasa B rof. [Tokasarens MoxeT GbiTh He BKIOUeH B CepTuduKaT aHanu3a QHpMEL

Remarks: The Product confirms to ND/
IIpnmeuanne: [IpoxykT cooTBeTCTBYET Tpebobanuam HJT

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / IToarotoBneHo:
D. Latha - Quality control- Team

Member : é

Checked by / IIposepeHo:
A. Susmitha - Quality control- Team

Member
&

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team
Member )

VA

Print Date /Hata: 31-05-2025

Print Date /Tata: 31-05-2025

Print Date /[aTa: 31-05-2025




Dr. Recidy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxt: Herpun® TabneTky, NOKPBITHIC INIEHOYHOH 000s109K0H, 10 MI

Market / Peinok : Russia / Poccus

Batch No./ : B2501575 JiaicGuantity 955 KG /955 KI"

Cepus Ne Pa3zmep cepun

Analytical Repourt No. / . 5002FP25001290 Date of Analysis / 31-05-2025

AHaIHTHYecKHH oT4eT No Jarta aHanu3a

Date of Manufacture / . 09-05-2025 Date of Expiry / 30-04-2028

Jata npousBojacraa T'onen oo

Mfg. License No. / MA number: /

IIpon3BoacTBEHHAS : 63/RR/AP/96/F/R ) JIII-Ne(005456)-(PT-RU)
Homep PY

JanneH3ns Ne

Analysis performed according ND / Ananus nposeaen o H: JIII-Ne(005456)-(PT-RU)-150524

API name / HanmenoBanne ADC:

Cetirizine dihydrochloride / IleTupu3nHa AMIHAPOXIOPI

INN / MHH:

Cetirizine / Hetnpusux

Homep cepuun cydcTasuum npoussoaurens I'JID:

API manufacturer batch number / BT00-25005
Homep cepun npouszsoautens ADOC:
FP Manufacturer API Batch number / FBSA00061

API Manufactured by & country /
IIponseogutean APC, crpaHa:

Glochem Industries Pvt. Ltd., India /
I'noxem Uupactpuec I18T. JITH., MHONA

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanMmeHoBanmne, aapec, JHLUEH3UsI JJIs
IIponsBoacTBenHas niomaaka / Ilnomaaka KOHTPOas
kavectBa / Ilnomaaka Beinmycka

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). / Ilpon3eoncTBeHHOE noapa3aencuue-1II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bagynannu
Bunnamk, bagynaiuim Mannan, Memrdaan Manakamkriapu
Iuctpukt — 500090, wrat Tenanrana, Munus (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».

3axirouyenne o cooTBeTcTBHH: «HacTosmuM s MOOTEEp)KIalo, YTO MPYBEAEHHAs BBl MH(pOpPMALMA ABIAETCS AOCTOBEPHOH H
TOYHOM. DTa cepus MPOLYKUMH MpoM3BefieHa (BKIOYas YNAKOBKY (MapKUPOBKY) H KOHTPONb KadecTBa) Ha BHINEYKA3aHHOM
MPOM3BOACTBEHHOM IioNanKe (IUIOMaAKax) B IIOJTHOM COOTBETCTBHHU ¢ TpeboBaHusaMu IIpapun Halekaleld NPOU3BOJACTBEHHOM
npakTukyd EBpasuiickoro 3koHoMmyeckoro corw3a (GMP/EAEU/RU/00573-2022) u T1peboBaHMAMHM KOHTPOJA Ka4deCTBa
JIEKaPCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBHHU CO CNCLU(UKAIMAMY, COICPKAMMMUCA B PETHCTPALMOHHOM JOChE CTPaHbI-
HMIIOpTepa. 3aluCH N0 NPOU3BOACTBY, YIIAKOBKE M aHAIH3Y IPOBEPEHBI, H YCTAHOBICHO HX COOTBETCTBHE TpeboBaHMaM [IpaBun
HajIexalneil mpon3BOACTBEHHOM NPakTHKY EBpa3znuiickoro SkOHOMHYECKOTO COI03a».

Conclusion: APPROVED /
3axumoyenne: OTIOBPEHO
Approved by: Manager/Executive /

Remarks: The Product confirms to ND/
IIpumeyanne: IIpoaykt cooTBeTcTBYET TpeboBaHmsIM HJ
Prepared by / IlogrotosieHo: Checked by / ITposepeno:

D. Latha - Quality control- Team

Member !‘ g

A. Susmitha - Quality control- Team

Member @/

Onob6peno: Menemxep / PykoBonuresns
Ajay Kumar - Quality Assurance- Team
Member n

o]

Print Date /ata: 31-05-2025

Print Date //lata: 31-05-2025

Print Date /[data: 31-05-2025




