¢ Laboratories Lid,
,l A0

i Boad, Beddi,
173 205, INDIA

SN, DT CEY 5. RGHD

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAIU3A

TProduct: Cetrine® film coated tablets, 10 mg
Itpoxyx: Letpun® Tabnetkn, (OKPLITLE TIEHOYHOH oﬁono‘mon 10 mr
iMarket / Privox 3 Russm / POGCHH i o S
Batch No. / . _ IBatch Quantity / . 25,00,000 tab/
Cepun Ne : V2600570 Pasmep cepun b 25,00,000 rab
Analytical Report No. / . ~ [Dateof Analysis/ | .
Ananurniecxuit oTHer N - 89000}873521 e (AR T AHAITHIA ¢ 24.03.2026 :
: Date of Manufacture / + 03/2026 Date of Expu’y / : 022029 g
1dara npon3BoacTRa ___{Fonen no _ i
Mfg. License No. / . '
IIpOH3IBOACTBERNAS '+ MNB/0S/263 MA number: / s JI-Ne(005456)-(PT-RU)
{Homep PY
SIHUEHIHA N2
Analysis perfermed accordmg to ND:/ Aua.nu; npoae,aeu no H,E{ JIH-R(OOS&#SG)-(PI’-RU) -150524 }
Artworks of primary package approved: / Maxers: nepsuunpil ynaxosxu yraepxaenss: 12.11.2024
Artworks of secondary package approved: / Maxkers! mopnqrmii YNaKeBKH y“mepzx,ueuu' 17.02.2025
tPL approved: /. JIB yreepaxien; 15.05.2024

Ne {Test/Yloxazarenr ! Result / PesyanTatel | Specification / Hopma

1 Description / Onucanue FWhite coloured, round, biconvex film | White or off-white colourcd, Tound, biconvex
koated tablets with a break line on one| film coated tablets with a break line on one
iside. White core on cross section. /|side. White to off-white core on cross section.
Kpyrase nsoskospinykmbte Tabnercu, [/ Kpyrnsie jHeofkopbiNyKIRE  Tabnerku,
nOKpHTRE  TUIEHQuUHOH  ofosoukod | noxkpeTete Tienoutol ofomoukoit Genmoro
eNoro. 1BETd, ¢ PHOKOH HA OJHO#H | Wi nowrk Denoro N8eTa, C PHCKCHA Ha ORHO#M
opoHe. Ha nonepeyHoM paspese —jcropose. Ha nonepednom pazpess aapo Or
1po Bea0ro uBeTa. Genoro 210 NIO4TH Genoro nBeta.

Remarks : The Product confinns to ND/ 7 Cunclﬂsiou“: APPROVED /
Ilpumeuanne: [Iponykr coorsercrayer Tpebosanuam Kl 1 3axmouenne: OJOEPEHO 2
Prepared by / Checked by / 1 Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
MoarorosacHo: TIposepeno: I'poeepeno (AOK): | QnoGpeno: Ofecneuenne kauecTsa/OTBLTCTREHROE THUO:
Yogesh Chauhan { Pravesh Rana Amit Kumar e
N
‘Date / Date / Date / Date /
Jara: 24.63.2026 | Mara: 24.93.2026 7 Hara: 2_4703.2026 Hara:




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Gistt. Solan, H.P, 173 205, INDIA
Tei:+91 98166 56001-02
wwwedrreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Pruduct Cetrine® film coated tablets, 10 mg

MgoaykT: I.lﬂ'pm—r@ Taﬁnma, TOKPLITHIE TNCHOUHOH oﬁonoqmﬁ 10 Mr

Market / Poior : Russna / Poceus o

Baich No. / ] Batch Quantity / . 25,00,000 tab/

Cepun Jo : V2600570 Pasnep Copinn. * 2500000 126

Analytical Report No. / . . Date of Analysis / YA

AHaauTH4eckuit orier Ne ' 890001.872521 Jara aHanmaa 1 24.03.2026

Date of Manufacture / . A Date of Expiry / -

Adra nponssoacres # 03/2026 {Lonen ao : 02/.2029

Mfg. License No. / . .

MpowssoncTaennan : MNB/05/263 {MAnumber: 1 (005456)-(PT-RU)
! Homep PY

{nungming Ne

APL approved / JIB yroepizaen: 15.05.2024

{Analysis performéd according to ND; lAua.rzns npnneneﬂ no H)ﬁl JIII-M(%)GS456)-{PI‘-RU) -150524
JArtworks of primary package approved: / MageTul NepBRYHOH yRAKOBKY YTRepmAenb: 12.11.2024
JArtworks of secondary package approved: / Maxernbi nropn-moii YNAKOBKH mepmneam' 17,02,2025

|2 [Test/Mokasarean Result / Pesyanratel Specification / Hopma
2 identification / {The retention time of the main peak in | . - i
HaenTuducanus the chromatogram of test solution The retention time of the main peak in the
lcomplies with the retention time of the {chiromatogram of test solution should comply
'HPLC/ B3XX jmain peak in the chromatogram of {with the retention time of the main peak in the

Cetirizine Hydrochloride reference chromatogram of Cetirizine Hydrochloride
Istandard solution. / Bpema yaepxvsatns reference standard solution (section "Assay").
OCHOBHOTO [THKA Ha XpOMaTorpaMmme

lucnibryemoro pacteopa cootsercrayer |BPEMA YLEPKHBAHHR OCHOBHOTO MHKR Ha
IBpeMeHH YAEPKHBAHHA OCHOBHOLO Mkika [*POMATOTPAMME HCILITYEMOIO PACTEOPA
Ika xpomaTorpamme canmaprHOro NOJDKHO COQTBETCTBOBATE BPEMEHH
pacTaopa HETHPH3HHE MWIpOXNOpHaa. PACPAHBIHEA CCHOBHOTO THKA Ha

IXPOMATOrPaMME CTAHAAPTHOIO PACTBOPE
LIETHPH3HHA THIPOXACPHAA [pasaen
wKonuigeTBeHROE OnpeaeneHues),

Remarks ; The Product confinms to NDY/ Conclusion : APPROVED /|

psmeuanse: Tiponykr cadiiercreyer rpebosamam HI Zaxawvense: DJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
Toaretorneno; IMpoeepeno: Iposepeno (AQK):

Yogesh Chavhan Pravesh Rana Amit Kumar

Onoﬁpeu‘o: Obecneyenre ka4ecTsa/OTBETCTBEHHOE THLO:

/
Date / . Date/ " | Date/

Date/

Jlata: 24‘03.2(32_6 ﬂ;}‘a: 24.(_)3_.2026 ) Hara: 24.03.2_(}26

Hara:

D, Telangane, tndia
ke, Conm




Dr.Reddy’s

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

YL Khol, Nalsgarh Road, Baddi,
Gistt. Solan, H.P, 173 208, INDIA
Tel: 491 98166 56001-02
www. direddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATH3A

{Product: Cetrine® film coated tablets, 10 mg

Opoxyxr: Lietpun® Taberky, MOKPLITEE MIEHOYHOR oﬁonoqkou, 10 Mr

Market / Prinok : Russia / Pocens

Batch No. / . {Batch Quantity / . 25,00,000 tab/

Cepus N : V2600570 Pasmep cepih 25,00,000 xab
Analytical Report No. / . Date of Analysis / . oA 014 '
AnanuTHYeckril oTaeT Ne 890001872521 Aata apaama - 24.03.2026

Date of Manufacture / . 0372026 Date of Expiry / . 02/2029

Jata npoH3BOACTEA Teaen no

Mg, License No,/ MA number: / _

IlpousBoacTBERHAR + MNB/05/263 Houep PY 1 JITENe{005456)-(PT-RU)

auuensun Ne

Analysis performed according to ND: / Ananus nposenen oo HA: JIH-Nn(005456)~(PI‘-RU)-15(}524
Artworks of primary package approved: / MaxeTs: nepsrdnol YUaKosky yraepaaenst: 12.11.2024
Artworks of secondary package approved: / Maxeres Bropuunol ynaKosic yreepuaensi: 17.62.2025

PL approved: / JIB yrsepmaen: 15.05.2024

VNe . Test [ Hoka_;arenb

Result { Pesynprartel

[ Specification / Hopma

[UV- spectrophotometry /
Y- cnekrpodoTomerpus

Complies / CooTrercTByer

The UV-spectrum of the test solution and the |
ICetiriziiie Hydrochloride reference standard |
wolution in the range 200 nm to 400 nm shouk]
fexhibit maxima absorbance at about the same
avelengths with an allowed variation of 2
im. / YP-CriekTpi norroueH s
ucnmyeuoro pAcTBOpa H CTAHIAPTHOro
amopa LETHPUIHHE FHAPOXJIOPHES B
o7 200 o 400 HM AOIKHEL HMETE
' axcnmym: HOr7oEHNR Npu opsoht 1 Toll
K& JUIMHE BONHE! C OTYCTHMBIM
OTnoHERHeM £ 2 HM..

. Dissolution / PacTeopenus

103 %; 100 %; 102 %; 100 %; 103 %;
99 %

‘INot less than 80% {Q) of the labeled amount
Of CoHasCIN:O3- 2HC (cetirizine
dihydrochloride) after 30 min. / He Mence
80 % (Q) oT HOMMHAILHOTO COIepKaHKA
CaHasCIN2Os- 2HCI (uetupusuna
THEKApoxJiopuz) vepes 30 Mun.

Remarks : The Product confirms to ND/
Ipameqanne: Ipoxyrr coorsercrayet TpeGosanmsam HIT

Conclusion ; APPROVED /
Jaxmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
Hoarorosnero: { Tlposepeno: Tpopepeno (AOK): O.uo6peﬁo Obecneushne xaqemaf()m SEETBRHHOE THILO:
Yogesh Chayhan { Pravesh Rana_ Amit Kumar

[Date/ Date/ Date / Date/

i Hara: 24.03.2026 Hara: 24.03.2026 | Hara: 24.03.2026 ,{{a*ra




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vil Khol, Nalagarh Road, Badd,
Distt. Solan, H.B, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddyscom

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHATTH3A

Froduct: Cetrine® film coated tabicts, 10 mg
Nponyxr: Ilerpnn@ Tabnerxy, NOKPEITHIE nIeHOYHOH 060s104K0H, 10 Mr-

Market / Prinok : Russia/ Pocens L

Batch No. / . Batch Quantity / . 25,00,0001tab/

Cepua Ne B VZGQGS‘?E] Pasmep cepHu © 25,00,000 1ab

Analytical Report No. / . _ Date of Analysis / . o4

Awaswrnucciuii oraer No _© SI0001872521 _ ___|/lara ananusa P 24.03.2026

Date of Manufacture / . 03/2026 Date of Expiry / . 022029

JiaTa NDON3IBOACTBA Tomenno

Mfg. License No. / h ’ ' ' MA number: ' /

NponssoacTaednan 7 MNB/05/263 s JITT-Ne(005456)-(PI-RU)
Honep PY

anuensus N

Analysis performed accordmg to ND: / Auanns npoBeaea no HA; JIII¢N!(005456)—(PI' -RU)-1 50524
Artworks of primiary package approved: / Maxers: neppiunoii ynakosxu yreepwgenss; 12.11. 2024
Artwerks of secondary package approved; / Makerst BTopRunol ynakosxh yreepaaensl 17.02,2025
PL approved: / JIB yreepmnen: 15.05.2024 o

i Ne ITest! _I_Imcaaam:;- _ Result/ Pesyanrathl . Specification / Hopma )
4 Uniformity of dosage uni¢s/ | o iAcceptance value (AV) should be not more
ORHOPOAHOCTE JO3HPOBAHHELX 29 than 15.0 / ITokazarens npueMieMoctH (AV)
JUHHLL ; — _ pomien Gerre He Oonee 15,0, '
Remarks ;: The Product confirms to ND/ Conclusion : APPROVED /
IIpuméunnne: Tponyxt coorpercrayer Tpeboanuam HJl Saxmoyenne; OJXOBPEHO
Prepared by / } Checked by / { Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
HonroTosreno: | Tposepeno; | Iposepeno (AOK): | Onobpeno: Obecneuchre KavecTsa/OTBEIUTEFANOE HO: |
Yogesh Chayhan | Pravesh Rana Amit Kumar Wl B . '
b'ﬂ'/‘

Date l Date / Date / Date /
Hara: 24.()3.202_6 1 _}Iara: 24032026 | ‘_,Z[am_: 24.037_2026 | Hata:

Kepisiored Oific




[ir. Reddy's Laboratories Ltd,
Formutation Unit-6

Vil Khol, Nalagarh Road, Baddi,
Distt. Spian, H.P, 173 205, INDIA
Tel: 401 GR166 56001-02
www,drreddys.com

Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJU3A

Product: Cetrine® film coated tablets, 10 mg
Tpoaykr: Lerpun® 'raGJ'reTKp: TIOKPEITHIE TUIEHOYHOH oﬁono%oﬁ 10 M

Market / Poinox : Russia / PoceHa ]

Batch No./ . Batch Quantity / . 25,00,000 tab /

Cepua Ne + V2600570 Pazmep cepuu " _25,00,000 736

Analytical Reppft Ne./ . 890001872521 Date of Analysis / : 24.03.2026

Auagnrnueckuit oryer Ne . }Ia‘rg_ auamma i

Date of Manufacture / « 03/2026 Date of Expiry / . 02/2029

Jara npouseogcTea _ . Togen fo

Mfg. License No. / MA number: /

IIpoH3IBOACTBEHHAS i MNB/05/263 * 1 JIFL-Me(005456)-(PT-RU)
; Homep 4 -

nnuen3 s Ne

Analysis performed according to ND / Amuzm npone;:eﬂ no H,[l J]II-M(005456)-(PI'-RU)—159524
Artworks of primary package approved: / Makers: neppuynofi ynakosku yreepiaens): 12.11.2024
Artworks of secondary package approved: / Maxers: sropranoi ynaxosnn yTBepacensr: 17,02.2025
PL approved: / JIB yreepxaen: 15.05.2024 _ )

5 Impurities / Mpumecu
: Tmpurity A /
IIpumecs A Below LOD (LOD =0.005 %)/ Hwxe
npexena obuapyxenus (110 = 0,005 %) Not more than 0.2 % / ve 6onee 0,2 %
Tmpurity B / '
TIpumecs B 0.05% Not more than 0.2 % / e bonee 0,2 %
Below LOQ (LOQ =0.017 %) / Huxe
Impurity C/ RPERSAE KONHUeCTRBEHHOO onpenenenusNot more than 0.2 % / ne Gonee 0,2 %
TIpumecs C ' {IIKO = 0,017 %)
| Below LOQ (LOQ = 0.003 %) / Huxe
[mpurity D/ Inpéziend KONUYECTESHHONC onpeneiénitiNGt more than 0.2 % / ne onee 0,2 %
Tpumecs D : {TIKO = 0,003 %)
i Below LOQ (LOQ = 0.023 %) / Huame
Impurity E / iMpefena KOMMYECTBERHOre DrpedensniiNot more than 0.2 % / e Gonee 0,2 %
[Tpumecs E {ITKO = 0,023 %]} :
[mpurity F / Below LOQ (LOQ = 0.041 %) / Hinxe [Not more than 0.2 % / He Sonee 0,2 %
Tpumecs F NPeAenE KOMHYCCTBEHHOTO DIPENSHCHN
‘ L {HKO 0,041 %) 7
I Remarks : The Product confirms to ND/ Conclusmn APP_R.OVED/
Yipusmeuaruie: TIpoaykr cootBercryeT Tpeboranuam HI Zaxnouenne: OJOEPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloagroToraeno: 1 Tiposepeno: Tporepeno (AOK): | Onofpeno: Ofecneuesive kauecTBa/OTBETCTBEHHOE JIHLO! |
Yogesh Chauhan Pravesh Rana Amit Kximar -
NE
S
Date/ Date / ‘Date / ‘Date /
Jlara: 24.03.2026 Jara: 24.03.2026 Hara: 24.03.2026 Hara:




Dr. Reddy's Laborataries Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel . +91 98166 $6001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHANW3IA

{Product: Cetrine® film coated tablets, 10 mg
] Hpoﬂyx?: Lletpun® rabiersH, HORPBITHIC NACHOTHON obonouxo#, 10 mr

Market / PoiHox * Russia / Poccus _
|Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepna N : V2600570 Paisiep cepnu *_25,00,000 a6
Analytical Repo“rt Ne./ . 800001872521 Date of Analysis ! . 24.03.2026
; A_rig;;nrnqecx__nn oTuET Ne . Ilf,:_a‘m ananulg _
Date of Manufa;:t_urel . 03/2026 Date of Expiry/ - . 02/2029
Jata npoH3BOACTRE Togen no
Mfg. License No./ IMA number: /
' 3 H ~Ne(005451 IR
NpouisoacTBeHAan MNE/05/263 [Homep Py JHI-Ne(005456)-(PT-R1Y)

mitenzna Ne
Analysis performed according to ND: lAna.rms nponexeu no H,Il JIII-.BL(ODS456)-(PF-RU) -150524
Artworks of primary package approved; / Makeril nepasuHoi ynakoske yreepaxaens:; 12,11.2024
Artworks of secondary package approved: / MakeTst BTopHYHOii ynakoskn yreepaaessn.: 17,02, 2025
{PL approved: / JIB yraepxnaen: 15.05.2024 :

Any individual unidentified , Not more than 0.2 % /
impurity / JIro6as eauHA4Has 0.06 % e onee 0,2 %
HeMAeHTHUUHPOBAHRAS IPUMECh
01%
Total impurities / ‘ot more than 2.0% /
CymMa npuMecedi - He Gonee 2,0%
Remarks : The Product confirms to ND/ T Conclusion : APPROVED /
i IIpumenanne: [Mpopyxr coorsercTayeT TpeborawaM HIT 3axmodense: OJOBPEHO
Prepared by / Checked by / I Checked by (AQA) 7 Approved by: Quality Assurance/Authorized person/
TlonroToBnexo: Tlpoeepero: [posepeno {AQK): | Onobpeno: Obecneuenns KauecTsa/OTRETCTBEHHOE JTHLO:
' Amit Kumar

Yogesh Chauhan Pravesh Rana

7

, -
‘Date / Date / Date/

| Hara: 24.03 2026 Hara: 24.03.2026 ,_ﬂa‘ra: _24.03.2(}26

Telangana, indiz

raddys.com
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Dr.Reddy’s

(1. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disty. Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-02

www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIH3A

{Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: ueq'pmaf@ Tabnerk, NOKPEITEIR nueHouHol oGonoukoH, 10 Mr

Market / Prisox : Russia/ Poccun _ .
Batch No. / . “{Batch Quantity / . 25,00,000 tab/
Cepun Ne : V2600570 {Paimep cepun_. °25,00,000 Tab
| Analytical Repourt No./ . 890001872521 Date of Analysis / 24.03.2026
Anarurnieckuii oryer Ne ' _ Jara anaam3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JATA NPOUIBOALTES f’oﬂel_!_ J0
1Mfg. License No./ MA number: /
FIpou3BOACTBEHKEAS :+ MNB/05/263 i v s T ,Nn(005456) (PT-RU)
oMep PY
JuneHsHA Ne :

|PL approved { JIB yrsepwen: 15.05,2024

jAnalysis performed according to ND: / Avanus nponenen no ]i,,[i. HH-M(OOSdS6)-(PP~RU)-150524
Artworks of primary package approved: / Makers! nepBRYROH yiakosxky yreepaxaenss: 12,11.2024
Artworks of secondary package approved: / Marerst BTOpHYHOR YIAKOBKH YTBePXKNeHbL: 1‘? 02.2025

Regisicrge Clauae

poddys.c

N [Test/ l'!oxma-re.nb "Result/ PesynabTaTel Specification / Hopma
6 Water content/ 959 Not more than 8.0% /
_ Coaepanne BoAb! e __IHe Goree 8,0 %
7 Microbiolagical purity* /
MuxpoGnoxornueckas
wncrora® .
ta) Total acrobic microbial count / NA "Not more than 1000 CFU/g/
O61wee uucao aspoblslx ‘He Gonee 1000 KOE/NXr
MHKPOOPraHHIMOB :
NA
b) Total combined yeasts and Not more than 100 CFU/g/
mould count / Obuee uncno jHe Gonee 100 KOE/r
TIPONOKEBBIX M TUIECHEBbIX Ipubos
c) E. coli NA hall be absent in 1g/ Otcyrersue B 1 ¢
8 Assay / Koanuecreensoe From 90 mgteo 11,0 mgof
onpenesieHue 121 HasCINo O3+ 2HCH (Cetirizine
954 g a4 wr IDihydrochloride) in tablet (90.0 % to 110.0 %
e {of label claim}). / Ot 9,0 mr o 11,6 mr
o HasCINRO5-2HCL {uernpnauﬁa
Remarks : The Product confirms to ND/ Conclasion : APPROVED/
Tpumeuanne: IpoaykT coorsercreyer Tpebopauuam HI 3axmouenne: OJJOBPEHO .
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TToAroToRNEHO: [Ipoeepeno: posepeno (AOK): | Onobpeno: Ofecneuenne kauectsa/OTBETCTREHHOC JTHIOS. |
Yogesh Chauhan Pravesh Rana 1 Amit Kumar '
Date/ Date / Date/ Date / - A
Hara: 24.03.2026 Jara: 24.03.2026 | Mara: 24.03.2026 Hava: (\ = e
H i, 1 w‘ 11 Jn G- 500034, Telengana, Indiz

i@ driadeys,com

¥aiy




Dr. Reddy's Laboratories Ltd.
Formulation Unit-b

Will, Khol, Najagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, INDIA
Tel - +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJHM3IA

Product; Cetrine® film coated tablets, 10 mg
Hpoxyxr: Lietpun® tabnetxu, NOKpITEe naexouHoit obosnoukoi, 10 mr

Market / Pemok : Russia / Pocci

Batch No./ . Batch Quantity / . 25,00,000 tab/
Cepus No : V2600570 Pasmep cepuu * 25,00,000 Tab
Analytical Report No./ . Date of Analysis / .
Auanumqgcxuii oraer Ne + 890001872521 latd anaamaa + 24.03.2026
Dae of Manufacture / : 03/2026 Dateof Expiry/ . 455029

JaTa fipoiiBoicTea Fopex o _ ey
Mfg. License No./ MA number: /

TTpoHIBOACTBEHERR : MNB/05/263 ' +  JUI-Ne(005456)-(PI'-RU)
. Homep PY

anuensnn No it e

Analysis performed according to ND: / Ananus nposegen no HJI: JITI-Ne(005456)(PI'-RU)-150524
Artworks of primary package approved: / Makers! nepsuynoii ynakoBku yraepaaenss: 12.11.2024
Artworks of secondary package approved: / Makers BTOpHYHOH YNaKOSKH yTBepxkaens: 17.02.2025
PL approved: / JIB yreepsknen: 15.05.2024 :

[N TTest/ HMokazarens - Resuit / Pesyibrare! | Specification / Hopma
o ' o * lnursapoxacpup) B Tabactke (o7 90,0 % 20
110,0 % OT HOMMHANEHOPO COEPKAHUA).

G Subdivision of tablets / Complies / Coorpercrayer The tablets comply with the test, if not more
Meneune TabneTox than.1 individual mass is outside the limits of
185 % to 115 % of the average mass. The
jiablets fail to comply with the test, if more
than'1 individual mass is outside these limits
jor, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
ITBGAETKH COOTBETCTBYIOT TPeGOBRHHAM, ECIH
feDonee | eaMBryHAS MACCE OTKIIOHAETCR 33
npeness 85%-115% or epenued maccel.
[TTaBreTiky He COOTBETCTBYIOT TpeOORAHHMAM,
xeny Gonee veM | HHIMBHAYANLHAS Macca
{OTKACHACTCA OT FTUX NPEASIOB HIH, ¢CITH |
HRANBKAYRIGHAR Macca OTKIIOHAETCR 33

Remarks : The Product confirms fo ND/ ' 7 Conclusion ; APPROVED /

Hpumeuare: Tpoayir coorsercrayerTpebopammm HI Bawmoyenne: OAOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurancc/Authonized person /
TtoarorosneHo! ITposepeHo: Tposepero (AOK): | Ono6peno: Ofecnieuense KaYeCTEA/QTBETCTBERNDE NRHLO!
Yogesh Chayhan | Pravesh Rana; Amit Kumar 7

_ >
Date/ Date / Date/ ' Date / *
_ _ﬂa-ra: _24.03.2026 Hara; 24.03.2026 _ Hara: 24.03,2026 ,[lam

i thederabad - S0003A Yelangans, india
190 2 : el Bdrreddys.com
F1ORAPIT
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{r. Reddy's Laboratories Ltd.
Formulation Unit-6

vilh. Khot, Nalagarh Road, Baddi,
Distt. Salan, 1.2, 173 205, INDIA
Tel : +91 98166 56001-02
wwndrreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJU3ZA

1Product: Cetrine® film coated tablets, 10 mg

Hponysxr: Uerpun® Tabnerkcn, ToKpaIThie rtenodnoli obonoukolt, 10 mr

Market / Phinox + Russia / Pocens

Batch No. / ) Batch Quantity/ . 25,00,000 tab /
Cepust N ) VZGQQS'IO Paimep cepun * 0 25,00,000 vab
Analytical Report Neo. / en IDate of Analysis/ '
AnaanTugecknii oryer Ne = 890001872521 JIATa ananu3a ) 24.03.2026
{Date of Manufacture / . 03/2026 : Date of Expn’y! s 02/2029
Jlara npowiBoAcTEa Tonen no
Mfg. License No. / '
TIpousBoACTBEHHAR : MNB/05/263 MA pumber: / + JITT-Ne(005456)- (PI‘-RU)
Homep PY
{mrmenzns Ne

Analysis performed according to ND: / Anajgu3s nposeaes mo Hll

{PL approved: / JIB yreepxaen: 15.05.2624

TITL-Ne(005456)-(PT-RU)-150524

Artworks of primary package approved: / Maxers: nepsuunoii ynakosxs yreepaaens: 12.11.2024
Artworks of secondary package approved: / Maxerst BTOpR'-lHOH ynaxkoBKu yreepaaennr: 17.02,2025

No |Test/ Nokasatens Result / PesyanraTe! Specification / Hopma
' Inpexenst 75%-125% oT cpemuei Maccsl.
110  [Package/Onmcanne ynaxosks [10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
{blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
Heaflet in a carion. / Hlo 10 rabnerox 8 @ carton. / [To 10 TaGaerok B
[TEX/IBIX/ amomusnesom Saxetepe. TIBX/TIBIIX//anomunmnesom Gnuerepe, ITo 2
1o 3 GrucTepa BMECTE ¢ JIACTKOM- ung 3 Gracreps BMECTE © NHCTKOM-
BIIIAABIIEM YIIAKOBRHbE B ITAYKY BKJIAKbIIEM YITAKOBAHE B IAYKY KapTOHHYHO.
KAPTOHHYIO. . . .
11 iLabeling / Mapxaposka Complies / Cootsercrayer 1See Module 1, section 1.3.2 of registration
idossier. / B coorsercrBrl ¢ pasgenom 1.3.2
Mofyns | perdcTpauroHHOro Aocke.
12 IStorage conditions / Yeaosus At temperature not higher than 25 °C/ Ilpu TemnepaType re prime 25 °C.
XpaHEHHS
13 Shelf-life (storage period) / Cpox3 years. / 3 ropa.
ronHGCTH (¢poK xpanesi) .

Remarks ; The Product confirms to NI/
Mpumeuanue: TIpogykr coorseTerRyeT Tpebopaumam HIL

1 Conclusion : APPROVED /

akawuenne; OMOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /

IoaroToBneko: Mporepeso: Ipoepenio (ACK): | Onobpeno: Obecnevenne kavecTsa/ OTBETCTEEHHOE NHLUO: |

Yogesh Chauhan Pravesh Rana ¢ Amit Kumar : . i
"Date / Date / Date / Date /

Jara: 24.03.2026 | Jlava: 24.03.2026 | Jlara: 24.03.2026 | Jlama:

‘elangana, india
dlys, com




gﬁ& Dr. Reddy's Labaratories Lid.
s 3 ) - S iy

- . Formulation Unit-6
.R@éﬁy S .Q Vil Kho!, Nolagarh Road, Baddi,

Distt. Solan, H.P, 173 205, INDIA
Tei: +91 98166 56001-02
www. direddys.com

CERTIFICATE OF ANALYSIS
CEPT HGJHKAT AHAL I’BA

{Product: Ceirine® film coated tablets, 10 mg .
Tpogysr: Lerpun® rabiieriy, NOKpLITEE nnenoyHolk oﬁnﬂoqm;;,____lo mr

IMarket / PoiHOK : Ru's_siaf Poccns
Batch No. / . : Batch Quantity / 25,00,000 tab/
Cepun Mo V2600570 _ Pazmep cepun 25,00,000 Ta6
Analytical Report No. / L ennnnt o Date of Analysis / C ma o aang
A“METB‘WGKN‘ oryer No : ?90001872521 | [a—— ., ?4.03.2026
Date of Manufacture / s 03/2026 Date of Expiry / 1 022029
Jh4TE npoussoacTRa Conen no
Mifg. License No. / MA number: ; ' _
1IIpou3BoaCTBERHAR : MNB/05/263 : n 2 JIOI-Ne{005456){PT-BU)
‘ Hlmep | -4
Juuenzus Ne

Analysis performed according to ND: / Auanuz aposeaen no HI: JIH~3~&(0054515)-(P1"'-RU)-150524
Artworks of primary package approved: / MaKkeTs! nepBHeHOH YNAKOBKH yTBepaenbr: 12.11,2024
Artworks of secondary package approved: / Makers! sTOp#MHOIN ynaKoBKH yreepxgennr: 17,02.2025
PL spproved: / JIB YTBRepARACH: 15.05.2024 _

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be
absent from the Company's certificate of analysis. / TIpoonuTCs HPOM3ROAHTENEM NPH BHITYCKe HEPHOMWYECKM: IUTA Kaxaolk 20-0f
cepHH MM He Metiee 1 pa3a B ron. INoxasarens Moxer Obrte we Bronodel 8 Cepruduxar ananusa dpupmsr

Yogesh Chauhan

N

Remarks ;" The Product confirms to ND/ Conclusion : APPROVED /
'ﬂpHMeanue. npo,zzyx-r codieercrayer rpebosanunm HIT Zakmouenne: QAOBPEHQ
4 Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ToarotosaeHo: TIpogepeno: Iposepero (AOK): | Ounobipeno: Obecneuenue kadectsa/OTBEFBTREHAOE IHLO:
| Pravesh Rana /| Amit Kumar - : '

Date/

Jara: 24.03.2026

Jara: 24__.03.._‘2026_

Date /

Date /

Jara: 24032026 |/

PRG35, Do

8%

sras Hils, Blydosabad - 500034, Telangana, India
14000 2984, Ereail: mall@drreddys.com
AR LSSAP COGARLT

weeawdiieddys,cont




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khel, Nalagarh Road, Baadi,
Distz. Solan, H.P, 173 205, INDIA
Tel : 491 98166 5600102
www,direddys.com

.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJHA3IA

Product: Cetrine® film coated tablets, 10 mg
Hpoayxr: Hetpuu® tabnetiy, nokpeiTelie rneHouHoi obomoukoi, 10 mr

Market / Poinox : Russia/ Poccus

Batch No. / , Batch Quantity / . 25,00,000 tab/

Cepus Ne T V2600570 Pa3mep cepuu * 25,00,000 Tab

Analytical Report No ! . 800001872521 Date of Analysis / 24.03.2026

AHRamMTHYECKHI 0TUeT .h_f'o o JaTa anannia

Date of Manufacture / + 03/2026 Date of Expiry / s 02/2029

Jlata nponsscacTBa __IToner go :

Mifg. License No. / ' MA number: /

IpoussoacTEennasn : MNB/05/263 v ver ¢ JII-Ne(005456)-(PT-RU)
Homp PY

NHEEH3HA N

Analysis performed accordmg to ND / Ananns npopesen mo HJ: JIH-M(005456) (Pl"-RU) 156524
Artworks of primary package approved: / Maxern: nepsuunoil ynaxosku yTsepagennss: 12.11,2024
Artworks of secondary package approved; / MaxeTs! BTopHuHoii yna:comcu yreepxaensr: 17.02.2025
PL approved: / JIB yreepanen: 15.05.2024 -

"API name / Hanvenopanue 'A(DC: - ' Cetmzme d;hydmch]onde / eTnphsund nnmnpoxnopun
INN / MHH: o } A __Cetirizine / Lerupisuu
API manufacturer batch number/ '

Homep ceprR NPOH3IBOAHTEIR AQ)C: o ‘ BTOO-ZSOGQ »

FP Manufacturer AP] Batch number / FETAO0078

Homep ceprn cyGeTaunuu npovssogrrens IJId: )

API Manufactured by, address & country/ o Glochem Industries Private Limited,
IIpoussoguTtenn ADC, aapec M cTpana; Survey No. 174 to 176, LD.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
Tnoxem Hanactphec Ipaiieut Jumuren,
Yuacrka Ne 174-176, HJL:A.; Bonnapam, Canrapeanu
Juctpukr - 502 325, Xaigapaban, wrar Tenaurana, Hunus

Name, address, authorization No for FF manufacturing Dz, Reddy’s Laboratories Lid.,

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

Haumenopanue, aapec, THIEHIHR I Solan (HP) 173205, India (license No MNB/05/263). /

Hpoussopereennan niyomaika / {lnowmaaka KoHTpoIa H-p Penan’c aboparopuc JITn.,

xaqeersa / Tlncmaaka BbUTYCKA TporsBoACTBEHHOE IOApazenetHe-6, Buan. Kxons, Hamarapx
Poyn, bamnn, fncrpakr Conaw, X.I1, 173203, Huaus

(Muensua Ne MNB/05/263).
Declaration of certification: «I hereby certify that the above mformatlon is authentic and accurate. This batch of product has bccn

Remarks : The Product confirms to ND/ 1 Conclusion : APPROVED /

IIpumesanue: IIpoayxr COOTRETCTBYET TpeSosanusm HJl 3armoyenne: OJOBPEHO

Prepared by/ 7| Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /

IogrotoBneHo: flposepeto: Iposepeno (AOK): | Onofpeno: ObecreuerHe KavecTsa/OTBETCTBEHHOE JIHLO;

Yogesh Chauhan Pravesh Rana » | Amit Kumar

4 =
Date/ Date / Date/ Date/
JlaTta: 24.03.2026 Hara: 24.03.2026 Hara: 24.03.2026 { Hara:

priat tlls, Hydembac 500034, Telangana, India
4000 2099, tmail iail@drreddys.com




O, Reddy's Leboratories Ltd.
Formutation Unit-6

Vill. Khot, Malagarh Road, Baddi,
Distt. Solan, H.7, 173 205, iINDIA
Tet - +81 98166 56001-02
www.drreddys.com

Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHATUIA

1Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: Letpun® tabnerkn, nokpuiTele nicHounol 0bonoukol, 10 Mr

Market / Prinok : Russia / Poccusn
Batch No. / . 1Batch Quantity / . 25,00,000 tab /

{Cepua Ne i V?'GOGS?O _ Paszmep cepun ' 25,00,000 Tab
Analytical Repo“rt No./ . 800001872521 Date of Analjsxs ! . 24.03.2026
AHaIuTHYECKHH oT4eT N2 . o ﬂg‘_l‘g__q_nannsg -

Date of Manufacture / : 03/2026 Date of Expiry / . 02/2029

Hata npoussoscrea T"onen po

Mifg. License No, / MA number: /

T1pon3BOACTBEH AN 3 MNB/05/263 umoer: :  JHI-M(005456)-(PI-RU)

: Homep PY

Jnuneniug Ne _ o S .

Analysis performed according to ND: / Awanus nposeaen no HJK: JHI-Ne(005456)-(FI"-RU)-150524
Artworks of primary package approved: / MaxeTes nepensHoeii ynaxoBkh yrsepxaenni: 12.11.2024
Artworks of secondary package approved: / MakeTs! BTOpHuHOf yNakosky yrsepacaensr: 17.02.2025
1PL approved: / JIB yrsepxaen: 15.05.2024

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 (No. GMP/EAEU/RTU/02329-2025 di. September 19, 2025) 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». /

3axaiouente ¢ cooTBeTCrBUH! «HACTOALINM A NOATEEPMIAND, YTO NPHBEASHHAA BbIIE MHGOPMALIMA ABJASTCA AOCTOBEPHOR K
ToyHoH. DTa CEpHA NPOAYKUHM NPOMIBENEHA (BKIOYAN YNAKOBKY (MapKHPOBKY) M KOHTPOAL KAYECTBA) HA BHILCYKA3aHHOH
INMpOM3BOACTEEHHON [owanKe (M0aaKax) B IOIHOM cooTBETCTEMH ¢ Tpebosanusmu [lpasun nagnexainelf MpoK3BOACTBEHHOR
npaxTHry Espasuiickoro sxonomrpucckoro cotosa (Ne GME/EAEU/RU/02329-2025 ot 19 centsbpa 20235 1.} H tpeboBaHHAMA
KOHTpPOJS Ka4eCTBa HEKAPOTBCHHBIX CPECTB, & TAIOKE B COOTBETCTBRHY €O CeUdUKALIHAMY, CONEPMAMMMHUCH B PETHCTPAUKORHOM
HJOCHE CTPaHBI-UMIOPTEpd. 3aMMCH RO TIPOMIBOACTBY, YNBKOBKE ¥ GHANM3Y MPOBEPeHE, ¥ YCTAHOBNEHO MX CORTBECTCTBHE
TpeGoranmuay [papun Kagaexamed NpOU3BOACTESHHOH NpakTHKH EspazHfckoro IKOROMHIECKOTO COI03an,

“Remarks : The Product confirms to NI/ Conclusion : APPROVED /
Mpumeyanne: Hponykr coorsercrayer Tpebosanuam HI 3uaxaoyenue: OJOEPEHO .
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ToproTosaeso: Ipeeepeno: IMposepeno (AOK): | Onobpeno: Obecnieuenne kauecTRa/OTBETCTBEHHOE IHLO:

Yogesh Chauhan Pravesh Rana Amit Kumar

Date / [ Date/ Date/ Date /
Hara: 24,03,2026 7 Bara: 2{.03.2026 Hara: 24.03.20_26 | )Ia‘t*a

elangana, india

Hyeoraliad - 5
it malicvg

stidys.aom




