
•·· Dr. Reddy's ~;• 

CERTIFICATE OF A ALY SIS 
CEPTH<l>HKAT AHAJ1113A 

Product: Cetrine® film coated tablets, l O mg 
Ilpo.a,yKT: UeTpHH® Ta6neT1m, noKpblTble nneHO'IHOH o6oJJ04KOH, 10 Mr 

Market/ PblHOK : Russia / Poccm, 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Batch No./ 
V2601015 Batch Quantity/ 25,00,000 tab I 

: : 
ICepHH N! Pa3111ep cepnu 25,00,000 Ta6 

Analytical Report No. / 
: 890001883369 Date of Analysis / 

: 16.05.2026 
AuaJIHTH'teCKHii OT'teT N! ,Ll.:na aHaJIHJa 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

/.laTa 0P0IIJBOJ:{CTBa 
: 

ro)l.CH ,llO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0,llCTBeHHaH : MNB/05/263 
HoMep PY 

: J1TT-NQ(005456)-(Pf-RU) 

JIHUeH3HH .N°! 
Analysis performed according to ND: / AuaJJH3 npose,lleH no H)J.: JIII-.Nl!(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOii ynaKOBKH YTBep,KJJ.eHb1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpH'IHoii ynaKOBKH YTBepJK:.lleHbl: 17.02.2025 
PL approved: / JIB VTBCPiKJJ.CH: 15.05.2024 

N2 Test/ IloKaJaTeJib Result/ Pe:iyJibTaTbl Specification/ HopMa 

1 Description/ Onucauue White coloured, round, biconvex film White or off-white coloured, round, biconvex 
coated tablets with a break line on one film coated tablets with a break line on one 
side. White core on cross section. / ide. White to off-white core on cross section. 
Kpyrnb1e .uso.RKOBbinYKJib1e Ta6JieTKH, I Kpyrnb1e ,llBO.RKOBbinYKJible Ta6neTKH, 
noKpblTble nneHO'IHOH o6ono'IKOH noKpblTbJe rmeHO'IHOH o6ono'IKOH 6enoro 
6enoro UBeTa, C pHCKOH Ha O,!lHOH HJlH nO'ITH 6enoro UBeTa, C pHCKOH Ha 0,llHOH 
CTOpOHe. Ha nonepe'IH0M pa3pe3e - cTopoHe. Ha nonepe'IH0M pa3pe3e .R,UpO OT 
.R.UPO 6enoro uee-ra. 6enoro 11.0 no'ITH 6enoro uee-ra . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJitolfeHue: O /.lOEPEHO Il mte'fan11e: TT 

Prepared by / 
ITo.nroTosnetto: 
Pravesh Rana 

1 
Date/ 
.[{aTa: 16.05.2026 

OJ{ KT CO0TBeTCTB eT T )e6osa1Htl1 M H)l 
Checked by/ Checked by (AQA) I 
TTposepetto: TTposepetto (AOK): 
Pardeep Kumar Amit Kumar 

Date/ Date/ 
)laTa: 16.05 .2026 }laTa: 16.05.2026 

Approved by: Quality Assurance/Authorized person/ 
O.n.o6petto: O6ecne'!ett1-1e Ka'!ecTsa/OrseTCTBeHHoe nttuo: 

Date/ 
)laTa: 

St1 J vf f}JJI 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALY IS 
CEPTH<l>HKA T AHAJlll3A 

Dr. Reddy1s Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 20S, \NOIA 

Tel: +9198166 S6001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets, IO mg 
IlPOllYKT: UeTPHH® 1'l!6neTKH, nOKPbl'TbIe nneHO'IHOH 060J1o'IKOH, 10 Mr 

Market/ PblHOK : Russia/ Pocc1u1 

Batch No./ 
V2601015 

Batch Quantity / 25,00,000 tab / 
Cepm1 N2 

: 
PaJMep cepnu 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001883369 

Date of Analysis/ 
: 16.05.2026 

AuaJJUTll'ICCKIIII OT'leT N2 )].aTa auaJJH3a 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

)].aTa DP0113B0JlCTB3 
: 

fo.a.eu llO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0ACTBeHH3H : MNB/05/263 
HoMep PY 

: J1I1-N2(005456)-(Pf-RU) 

JIHUCFIJHH .N'2 
Analysis performed according to ND:/ AuannJ npone,nen no H)].: JIIl-.N'!(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaiceTbl nepnn'IHOH ynaK0BKH yrnep:lK.lleHb1: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTOpH'IHOH ynaKOBKH yTnep,i.,nenb1: 17.02.2025 
PL aooroved: / JIB yrnep~eH: 15.05.2024 

N2 Test I IloKaJaTeJJb Result/ PeJyJJbTaTbl Specification/ Hop~ta 

2 Identification/ The retention time of the main peak in 
rrhe retention time of the main peak in the M.a.enT114>111~au.11H the chromatogram oftest solution 
chromatogram oftest solution should comply compl ies with the retention time of the 

HPLC/B3)1{X main peak in the chromatogram of !with the retention time of the main peak in the 

Cetirizine Hydrochloride reference chromatogram of Cetirizine Hydrochloride 

standard solution. / BpeMll yAep)K11san11ll reference standard solution (section "Assay"). 

OCH0BH0fO m:1Ka Ha xpoMaTorpaMMe I/ 

HCTTblT)'eMoro pacTBopa COOTBeTCTBYeT Bpe~u, yAep)Kl:IBaHl:lll OCHOBHOfO n11Ka Ha 

BpeMeHl:I yAep)KHBaHHll 0CH0BHOfO n1:1Ka xpoMaTorpat.tMe HCDbITyeMOf0 paCTB0pa 

Ma xpoMaTorpaMMe CTaH,!1,apTHOfO ID,OJl>KHO COOTBeTCTBOBaTb speMeHl:I 

pacTBopa u.eTHp11311Ha fl:l,!1,p0XJJOpH,!1,a. l)',!1,ep)Kl:IBaHHll OCHOBHOfO n11Ka Ha 
xpoMaTOrpaMMe CTaH,!1,apTHOfO paCTBOpa 
u.ernp11J11Ha rnApoxnop1:1,!1,a (pa3,!J,en 
k<KonHl1ecree1-1ttoe onpe,!1,eJ1eH11e»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJJIO'ICHne: 0)l06PEHO n lll\1C'lauue: TI 

Prepared by / 
Tio,!1,rOTOBJleHo: 

Prnvesh Rana / 

}t-

Date/ 
Aani: 16.05.2026 

0.11,YKT COOTBeTCTB eT T 

Checked by/ 
IlpoaepeHo: 
Pardeep Kumar 

Date/ 
.[laTa: 16.05 .2026 

e6ooaHHllM H.U 
Checked by (AQA) / 
IlposepeHo (AOK): 
Amit Kumar 

Date/ 
.[(aTa: 16.05.2026 

Approved by: Quality A urance/Authorized person/ 
O,!J,o6petto: O6ecnet.JeH11e Ka1,1ecTBa/OTBeTCTBeHHoe n1:1u.o: 

Date/ 
,llaTa: 

Sl1 J VIJAJJ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANAL\' IS 
CEPTH4>HKAT AHAJI.H3A 

Product: Cetrine® film coated tablets, l O mg 
Ilpo.nytrr: l.l,eTpHH® Ta6neTKH, n0KPblTble nneH04HOH o60J104KOM 10 Mf 

Market / PblHOK : Russia I Pocc,rn 

Batch No./ 
V2601015 

Batch Quantity / 25,00,000 tab I 
Cepm1 N2 

: 
Pa3MC(> cep1111 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001883369 

Date of Analysis / 
: 16.05.2026 

AuaJTHTil'fCCKllil OT'feT N! )],:na aHaJitt3a 
Date of Manufacture/ 

04/2026 
Date of Expiry / 

03/2029 
)],aTa ITP0ll3B0JlCTBa 

: 
ro11e1t ,llO 

: 

Mfg. License No./ 
MA number:/ 

IIpoH3BO,llCTBeHHaH : MNB/05/263 
HoMep PY 

: J1TT-Ni!(005456)-(Pf-RU) 

JIHU.eHJHH N2 

Analysis performed according to ND: / AuaJIH3 npoBe,lleH no H,11,: JIIl-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH'IHOH ynaKOBKH yTsep~eHL1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl BTOpnquon ynaKOBKH yTsepm.11eHht: 17.02.2025 
PL approved:/ JIB yTBep,Meu: 15.05.2024 

N2 Test I IloKaJaTeJih Result/ PeJyJibTaTbI Specification/ HopMa 

~ 

UV- spectrophotometry/ Complies/ CooTee-rcTByeT rrJ1e UV- pectrum of the test solution and the 

Y$- cneKTpO<pOTOMeTpHll Cetiri zine Hydrochloride reference standard 
solution in the range 200 nm to 400 nm hou lc 
exhibit maxima absorbance at about the same 
wavelengths with an allowed variation of ±2 

111m. I Y<l>-cneKTphI nornomemrn 
HCnbITye~rnro paCTeopa H crnH.n.apTHoro 
pacTaopa ueTHpm1rna rn.11.pox11op11.lla B 

o6naCTH OT 200 .11.0 400 HM }].OJI)KHhl HMeTh 
MaKCHMYMhl nornomeHHll npH O.UHOH H TOH 
>Ke .11.JlHHe B0JlHhl C ,ll0ITYCTHMhlM 
0TKJI0HeHHeM ± 2 HM. 

Dissolution/ PaCTBopeuue Not less than 80% (Q) of the labeled amount 
of C21H2sCIN2O3·2HCI (cetirizine 

94 %; 96 %; 97 %; 97 %; 97 %; dihydrochloride) after 30 min./ He MeHee 

96% 80 % (Q) OT H0MHHaJihH0f0 co.n.ep)KaHHR 

C2 1H2sCIN2O3' 2HCI (uernp1mrna 
,UHfH.llPOXJIOPHA) yepe3 30 MHH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'leune: O)],O6PEHO II IIMe•1an1.1e: 0 0A KT COOTBeTCTB eT T e6oaaHHllM H)l 

Prepared by / 
TTo,11,roTOBJieHo: 

Pravosh Ran, i 
Date/ 
)lam: 16.05.2026 

Checked by I Checked by (AQA) / 
TipoaepeHo: TTpoeepeHo (AOK): 
Pardeep Kumar Amit Kumar 

Date/ Date/ 
)lam: I 6.05 .2026 ,!],aTa: 16.05.2026 

Approved by: Quality Assurance/Authorized person / 
OAo6peHo: O6ecne'-leHHC Ka'-!eCTBa!OTBeTCTBeHHOe 111-1uo: 

Date/ 
)laTa: 

S11 I IIF)N I 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4!l00 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel: +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSI 
CEPTH<J)HKAT AHAJIIBA 

Product: Cetrine® film coated tablets, 10 mg 
IT PO.llVh.,: Li,eTPWH® Ta611eTKH, n0KPblTble nJleHO'¾HOH 060J104KOM 10 Mr 

Market/ PblHOK : Russia/ Pocc,rn 

Batch No./ 
V2601015 

Batch Quantity/ 25,00,000 tab / 
Cepusi .N'2 

: 
Pa3Mep CCDHH 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001883369 

Date of Analysis/ 
: 16.05.2026 

A11amtT1t'tCCK1tii 0T'teT .N'2 )1.aTa anaJIH3a 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 

.llan OD0113B01.1.CT89 
: 

ro.,lleH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: J1TT-N2(005456)-(Pf-RU) 

J111U.CH3IISI .N'2 
Analysis performed according to ND:/ AuaJ1u1 npoBeJleH no H,ll.: JIO-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yrnep,imenb1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKoBKH yrnep~JleHbl: 17.02.2025 
PL aoorovcd: / JIB YTBCPiKJl.CH: 15.05.2024 

.N'2 Test/ IloKa1aTeJ1b Result/ Pe1yJ1bTaTbl Specification/ HopMa 

~ Uniformity of dosage units / 
OJUIOpOJ{IIOCTb Jl03Hp0BaHHbIX 
CJlllHll 1~ 

Remarks : The Product confirms to ND/ 
fl IIMClf8HHe: TT OJ{ KT C0O"l'BCTCTB CT 

Prepared by I 
flo,D,fOTOBJJeHo: 
Pravesh Rana 

1 
Date/ 
,llarn: 16.05.2026 

Checked by/ 
TTposepeHo: 
Pardeep Kumar 

Date/ 
J.laTa: 16.05.2026 

3.7 

e6oaaHHllM HLl, 
Checked by (AQA) I 
TTpoaepeHo (AOK): 
Amit Kumar 

Date/ 
).laTa: 16.05.2026 

Acceptance value (AV) should be not more 
than 15.0 / TioKa3aTeJlb np11eMJ1eMocrn (AV) 
110/l>KCH 6hITb He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJ1101tenue: O)1.OliPEJIO 
Approved by: Quality A surance/Aurhorized per on I 
OJlo6peHo: O6ecne-.em1e Ka-.ecTBa/OrneTc-rsenHoe m1uo: 

Date/ 
).lam: 

&J1 } V 1)-/J ) 

9 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L8519SAP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFlCATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

Product: Cetrine® film coated tablets to mg 
Tipo,AyKT: Ll,eTpHH® Ta6neTKH, n0KPblTble nJ1eH04HOH o6oJ1041<0H, 10 Mr 

Market/ PLIHOK : Russia I Poccm1 

Batch No./ 
V2601015 

Batch Quantity I 25,00,000 tab/ 
ICep11n N2 

: 
PaJMep cep1111 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001883369 

Date of Analysis/ 
: 16.05.2026 

AHaJJHTH'lecKnu OT'IeT N2 ).J,aTa aHaJJu3a 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

J].aTa n POll3B0)lCTB3 
: 

ro,AeH ,AO 
: 

Mfg. License No. / 
MA number:/ 

IlpOH3B0)lCTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-N2(005456)-(Pf-RU) 

JlHUeH311SI N2 
Analysis performed according to ND:/ AnaJJH3 npose,AeH no H,ll,: JIII-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTht nepBH'IHOH ynaKOBKH yTBepiK)l.eHhl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTLI BTOpH'IHOH ynaKOBKH yTsep*.AeHhl: 17.02.2025 
PL approved: / JIB VTBeP,KJJ,en: 15.05.2024 

s Impurities/ IlpuMecu 
Impurity A/ Below LOD (LOD =0.005 %) / Htt)Ke 
npHMeCb A 

Impurity B / 
ClpHMCCb B 

Impurity C / 
ITpaMec1, C 

Impurity D / 
Op11Mecb D 

Impurity E / 
llpHM.CCb E 

Impurity F / 
llpHMCCb F 

npe)le11a o6Hapy)KeHHSI (ITO= 0,005 %) ot more than 0.2 % / He 6onee 0,2 % 

0.04% ot more than 0.2 % / He 6onee 0,2 % 

Below LOQ (LOQ = 0.017 %) / H11)Ke 
npeJle.na Ko11w-iecTBeHHoro onpe1tenett11H ot more than 0.2 % / He 6011ee 0,2 % 

(llKO = 0,017 %) 

Below LOQ (LOQ = 0.003 %) / Hm1<e 
npe.n.ena 1<0J111tJ:ecTBeHHoro onpeJl.eneHHll ot more than 0.2 % / He 6onee 0,2 % 

(llKO = 0,003 %) 

0.02 % ot more than 0.2 % / He 6onee 0,2 % 

Below LOD (LOD =0.015 %) / H11)Ke ot more than 0.2 % / He 6011ee 0,2 % 
□pe11e.na 06Hapy)KeH11si (ITO= 0,015 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
aK"mo'le1tuc: O,LI.OGPEHO 0 1O1e'18HHe: IT 0 

Prepared by / 
I1011roTOBJieHo: 

Pravesh Rani 

Date/ 
,UaTa: 16.05.2026 

KT C0OTBeTCTB eT T e6osaHHSIM H;ll 
Checked by I Checked by (AQA) I 
llpoeepeHO: IlposepeHo (AOK): 
Pardeep Kumar Amit Kumar 

Date/ Date/ 
)laTa: 16.05.2026 AaTa: 16.05.2026 

Approved by: Quality A urance/Authorized per on / 
O.n.o6peHo: O6ecne'le1rne Ka'!ecTBa/OrneTcTse1-11-1oe 11111J,o: 

Date/ 
.[lara: 

9J/114N/ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Jlpon.vKT: Uei-p1,m® Ta6neTKH, noKpblTble nneH04Hoi1 060110'!KOH 10 Mr 
Market/ Pb!HOK : Russia / Poccm1 

Batch No./ 
V2601015 

Batch Quantity/ 25,00,000 tab I 
Cep11H .N'2 

: 
Pa:n1ep cepu11 

: 25,00,000 Ta6 
Analytical Report No./ 

: 890001883369 
Date of Analysis / 

: 16.05.2026 
A11aJ111Tll4CCKllii OT4eT .N'!! )laTa anaJIHla 

Date of Manufacture / 
04/2026 

Date of Expiry/ 
03/2029 

)l.aTa IlP0llJBOJl,CTBa 
: 

ro.a;eH ,!l;0 
: 

Mfg. License No. / 
MA number:/ 

IlpoH3B0.llCTBeHH3H : MNB/05/263 
HoMep PY 

: JU1-N~(005456)-(Pf-RU) 
J1 II U.CH3IIH .N'!! 
Analysi performed according to D: I AH3J1113 npOBCJl.CH no H)l: JIIl-.N'2(005456)-(Pf-RU)-l50524 
Artworks of primary package approved:/ Mai.:eTbl nepa114HOii ynaKOBKlt yraep~eHbI: 12.11.2024 
Artworks of econdary package approved:/ MaKeTbl BTOp11411oii 
PL aonroved: / JIB vrnePiK.llCH: 15.05.2024 

Any individual unidentified 
impurity/ JI106a» e.nnHH4HaJI 
HCH.llCHTH~lHUHPOBaHHaJI npHMeCb 

otal impurities/ 
CyMMa npttMecei:i 

Remarks : The Product confirms to ND/ 

0.06% 

0.1 % 

fi lli\fC4llHHC: n OJl, KT COOTBCTCTB CT T )COOBaHH»M H}l 
Prepared by / 
Tio.nroToeneno: 
Pravesh Rana 

1 
Date/ 
,[I.am: 16.05.2026 

Checked by/ Checked by (AQA) / 
Tipoeepetto: TipoBepetto (AOK): 
Pardeep Kumar Amit Kumar 

Date I Date/ 
}la-ra: 16.05.2026 }laTa: 16.05.2026 

naK0BKII yTBepiKtl,Cllbl: 17.02.2025 

ot more than 0.2 % / 
~re 6onee 0,2 % 

ot more than 2.0% / 
He 6onee 2,0% 

Conclusion : APPROVED I 
3aKJII04ettue: O)l.OBPEHO 
Approved by: Quality A suranceJAuthorized per on/ 
0,D.o6petto: 06ecne4eHHC Ka•reCTBalOTBeTCTBCHHOC m1uo: 

Date/ 
}laTa: 

S)JJ UljN} 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, !NOIA 

Tel : +91 98166 56001-02 
www.drreddys .com 

CERTIFICATE OF ANALY I 
CEPTR<I>lf.KAT AHAJI.ll3A 

Product: Cetrine® film coated tablets, IO mg 
Il po.,ny1IT: Ue1'J)1rn® Ta6neTKH, n0KPblTb1e nneH0l.fHOH o6onol.fKOH, 1 0 Mr 
Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
V2601015 

Batch Quantity/ 25,00,000 tab / 
iCepm, .N'2 

: 
Pa3Mep cep1111 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001883369 

Date of Analysis / 
: 16.05.2026 

AuaJlllTll'-ICCKllii OT'ICT .N'! .[\ai-a auaJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry / 
03/2029 

J].aTa np0ll380JlCT88 
: 

fo,11;eu JlO 
: 

Mfg. License No./ 
MA number:/ 

flpOH3BOJlCTBCHHaH : MNB/05/263 
HoMepPY 

: J1TI-M!(005456)-(Pf-RU) 
JTHUCIIJIIH .N'2 

Analysis performed according to ND:/ AuaJinl npose,11;eu no HJ1.: Jlfl-.Nl1(005456)-(Pf-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yrseplKJleHbl: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTopu<tuoii ynaKOBKH yTsep~JleHbI: 17.02.2025 
PL approved: / JIB YTBCP'.11\JlCII: 15.05.2024 

6 

8 

Test I IloKaJaTeJTb 

Water content/ 
CO./lCpiKaune BO,ll;bl 
MicrobioJooical purity*/ 
Mutcpo6uonoru'!ecKaH 
'Ill TOTa* 
a) Total aerobic microbial count/ 
06ui;ee 1.fHCJJO a3p06HhJX 
M11KpoopraHH3MOB 

b) Total combined yeasts and 
mould count/ O61.l.(ee 411cno 

p0)IO!CeBblX 11 nnecHeBbIX rp116oe 

Assay / KoJIH'lecTseuuoe 
npe.a:eJtCHIIC 

Remarks : The Product confirms to ND/ 

Result/ Pe1yJibTaTbI 

3.3 % 

NA 

NA 

NA 

10.08 mg /10,08 Mr 
100.8 % 

Specification / HopMa 

ot more than 8.0% / 
He 6onee 8,0 % 

ot more than l 000 CFU/g / 
He 6onee 1000 KOE/r 

ol more than 100 CFU/g / 
He 6onee I 00 KOE/r 

rorn 9.0 mg to 1 LO mg of 
C21H2sClN2O3' 2HC1 (Cetirizine 

ihydrochloride) in tablet (90.0 % to 110.0 % 
of label claim). / OT 9,0 Mr )lo 11,0 Mr 

C21 H1sClN2Oy 2HC1 (u_emp11111Ha 

11 IIMelfafllle: TT 0 KT C00TBeTCTB CT1' e6oBaHl1i!M H.ll 
Conclusion : APPROVED / 
3aKJ110lfeH11e: OJ1.O6PEHO 

Prepared by / 
Tio)lfOTOBJJeHo: 
Prnvcsh Raaa 

1 
Date/ 
nani: 16.05.2026 

Checked by/ Checked by (AQA) I 
Tipoeepetto: TipoeepeHo (AOK): 
Pardeep Kumar Amit Kumar 

,.,-A ,---

Date/ Date/ 
,!laTa: 16.05 .2026 ,!laTa: 16.05.2026 

Approved by: Quality Assurance/Authorized person I 
O)lo6peHo: O6ecne1c1eH11e Kal.fecTBa/OTBeTCTBeHHoe m1u_o: 

Date/ 
,!laTa: 

Sh; llPJJI 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, India 
Tel: +9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF 
CEPTH<l>HKAT AHAJU13A 

Product: Cetrine® film coated tablets, 10 mg 
n pOJJ.YKT: Ll,eTPWH® Ta6JieTKl1, noKpblTble rrneHO'iHOH 0601104 KOH, 10 Mr 

Market/ PblHOK : Russia I Poccm1 

Batch No./ 
V2601015 

Batch Quantity / 25,00,000 tab I 
Cep1ui .N'! 

: 
PaJMep cep1111 

: 
25,00,000 Ta6 

Analytical Report No. / : 890001883369 
Date of Analysis / 

: 16.05.2026 
AH3JIIITll'leCKUii OT'feT .N'! Jl.aTa auaJJHJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

)],aTa 0POll3B0}lCTS3 
: 

ro,IJ.eH,IJ.0 
: 

Mfg. License No. / 
MA number:/ 

IIpoU3B0JlCTBeHHaH : MNB/05/263 
HoMep PY 

: Jil1-N!!(005456)-(Pf-RU) 
Jllll.lCH3HH .N°! 
Analysis performed according to ND:/ AuaJJHJ np0Be,1J.eu no H,L(: Jill- 2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBUlfH0H ynaK0BKH yrnep,KJJ.eHbt: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTOPHlfHOH ynaK0BKU yrnep,KJJ.eHbl: 17.02.2025 
PL aooroved: / JIB YTBt?pii,'.Jlt?H: 15.05.2024 

9 

Test/ IIoicaJaTeJib 

Subdivision of tablets / 
enem1e Ta6JJeToK 

Remarks : The Product confirms to ND/ 
fl )IIMeqaH1te: TT 
Prepared by / 
110.nrOTOBJJeHo: 

PmoshRan1 

Date/ 
,D.aTa: 16.05.2026 

0.D. KT cooTBeTCTB eT 
Checked by/ 
flposepetto: 
Pardeep Kumar 

Date I 
)laTa: 16.05.2026 

Result/ PeJyJJbTaTbI Specification/ Hop ia 

11ni.npoxnop111l) s Ta6neTKe (oT 90,0 % .no 
110,0 % OT H0MMHaJibHoro co.n.ep)f<aHl1l1). 

Complies I CooTBeTcTByeT he tablets comply with the test, if not more 
han I individual mass is outside the limits of 

85 % to 115 % of the average mass. The 

e6osaHWllM H.D. 
Checked by (AQA) / 
DpoBepeHO (AOK): 
Amit Kumar 

Date/ 
,D.aTa: 16.05.2026 

·ablets fail to comply with the test, if more 
than I individual mass is outside these limits 
or if 1 individual mass is outside the limits of 
75 % to 125 % of the average mass. I 
ra6neTKH COOTBeTCTBYJOT Tpe6osanm1M, ecJIM 
He 6onee I e,11,1rnwrnal! Macca 0TKJI0Hl!eTCll 33 

npe.u.e11b1 85%-115% OT cpe.n.ttei1 Macchi. 
a6JieTKl1 He COOTBeTCTBYIOT Tpe6oBaHl1llM, 
cnM 6onee lfeM I HHJJ.11B11.!I.YaJihHal! Macca 
TKJIOHlleTCl! OT 3THX npe,ueJI0B HJIH, ec1111 1 

HHll,HBHA am,Hall Macca 0TK110HlleTCl! 3a 

Conclusion : APPROVED / 
JaicJ110<1enue: OJJ.OliPEHO 
Approved by: Quality As urance/Authorized person/ 
O.no6peHo: O6ecneYeH11e KaqecTBa/OTseTCTBeHHOe mu.1,0: 

Date/ 
,D.aTa: 

6~/Vf.'t,-JI 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFIC 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

CEPTH<I>HKA T AHAJUi3A 

Product: Cetrine® film coated tablets, IO mg 
flooJlvKT: Ue-ro1rn® Ta6neTKH, n0Kp1,n1,1e nnetto4HOH 060110,1KoH, IO Mr 

Market / PLIHOK : Russia/ Poccm, 

Batch No./ 
V2601015 

Batch Quantity/ 25,00,000 tab/ 
Ceo11~ .N2 

: 
Pa3Mep cep1111 

: 
25 ,00,000 rn6 

Analytical Report No./ 
: 890001883369 

Date of Analysis / 
: 16.05.2026 

AHllJIUTll'ICCKUH OT'ICT .N2 ):{aTa aHaJIH3a 

Date of Manufacture / 
04/2026 

Date of Expiry / 
03/2029 

.l(:na npOll3B0}lCTBa 
: 

fo}leH JlO 
: 

Mfg. License No. / 
MA number:/ 

flpOH3B0}lCTBeHHaH : MNB/05/263 
HoMep PY 

: Jin-N2(005456)-(Pf-RU) 

JIii u.ell311SI .N2 
Analysis performed according to ND:/ AuaJJH3 npoBeJleH no H,LI,: Jill- 2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTLI nepBH'IHoii ynaKOBKH yrnepiK}leHLI: 12.11.2024 
Artworks of secondary package approved: / MaiceTLI BTOpH'IHoii ynaKOBKH yrnepiKJleHLI: 17.02.2025 
PL approved: / JIB yrsepiK)leu: 15.05.2024 

.N2 Test/ IloKa3aTeJIL Result/ PelyJILTaTLI Specification/ HopMa 
rrpeJlMbl 75%-125% OT cpeJJ.HeH MaCChl. 

10 Package/ Onucauue ynaK0BKH 10 tablets in PVC/PVDC//aluminum IO tablets in PVCIPVDC//aluminum blister. 2 
blister. 3 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton. I no 10 rn6neTOK s a carton. / no 10 Ta6neToK s 
nBX/ITB,ll.X//amo~rn1rneooM 6JJHCTepe. ITBX/nB.llX//an10MHHHeBOM 6JIHCTepe. no 2 
00 3 6JJHCTepa BMeCTe C JJHCTKOM- HJJH 3 6JIHCTepa BMecTe c JJHCTKOM-
BKJla}lblWeM ynaK0BaHhl B na4KY BKJlaLlblWeM ynaKOBaHbl B na4KY KapTOHHylO. 
KapTOHHylO. 

11 LabeliJ1g / MapKupoBKa Complies/ CooTBercTByeT See Module I section 1.3.2 of registration 
do ier. / B C0OTBeTCTBHH C pa3,11.enoM J .3.2 
MO,ll.YJJ51 1 perHCTP3ll.H0HHOro JJ.0Cbe. 

12 1Storage conditions/ Y CJIOBHH !At temperature not higher than 25 °C / npH TeMnepaType He e1,1we 25 °C. 
xpa11eHHH 

13 Shelf-life (storage period)/ CpoK 3 years. / 3 ro,11.a. 

ro.iut0CTll ~pOK xpaue~IIH --

Remarks : The Product confirms to ND/ 
0 JIMe'IaHHe: TI )OJ]. KT C00TBCTCTByeT 'f e6oBaHHllM H}J, 

---- -

Conclusion : APPROVED / 
3aKJIJO'Ieuue: O):{OEPEHO 

-- - -

Prepared by/ Checked by/ Checked by (AQA) I 
no,ll.roTOBJJeuo: nposepeHo: nposepeHo (AOK): 

Approved by: Quality Assurance/Authorized person/ 
O,11;06peHo: O6ecne4eHHe Ka4ecrna/OrseTCTBeHuoe JJHI..{o: 

Pravesh Rana 1 Pardeep Kumar Amit Kumar 

c:>f --
Date/ 
)laTa: 16.05.2026 

Date/ 
.l].aTa: 16.05.2026 

Date/ 
D.arn: 16.05.2026 

Date/ 
):{aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www drreddys.com 

-



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, \NOIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpOJWKT: ll,eTp1rn® Ta6JieTKH, nOKPblTbie nJieHO'-lHOH o60JIO'-lKOH, 10 Mr 

Market/ PbrnOK : Russia I Poccm, 

Batch No./ 
V2601015 

Batch Quantity/ 25,00,000 tab/ 

CepHH N2 
: Pa1Mep cepuu 

: 
25,00,000 m6 

Analytical Report No./ 
: 890001883369 

Date of Analysis/ 
: 16.05.2026 

AuaJIHTH'lecKuii OT'IeT N2 )].aTa auaJJtt3a 
Date of Manufacture / 

04/2026 
Date of Expiry/ 

03/2029 
)].aTa npoU3B0lICTBa 

: 
rotJ,eHtJ,0 

: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0tJ,CTBeHHaH : MNB/05/263 
HoMep PY 

: JIIT-N2(005456)-(Pf-RU) 

nuueu1uH N2 
Analysis performed according to ND:/ Auanu1 np0Bet1,eu no H)].: JIU-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepBH"IHOH ynaKOBKH YTBep,KtI,eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbI BTOptt'IHOH ynaKOBKH yTBep:1Kt1,eub1: 17.02.2025 
PL aooroved: / JIB yrnep,KtJ.eu: 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. / ITposot1,11TCJ1 npo113so,n:11TeJieM rrp11 BhmycKe rrep110.n:w1ecK11: .D:JIJI Ka)KJ:(OH 20-oil: 
cep1111 HJIH He Mettee 1 pa3a B ro.n:. IToKa3aTeJib MO)l(eT 6b!Tb He BKJIIO'-leH B CepTmp11KaT aHaJIH3a qmpMbl. 

Remarks : The Product confirms to ND/ 
Il UMe'-l3HHe: [I 0.ll: KT COOTBeTCTB eT T e60BaHHJIM H,[l 

Prepared by I Checked by I Checked by (AQA) I 
ITo,n:roTOBJietto: ITposepetto: ITposepetto (AOK): 

Prnvesh Rana ! Pa,deep Kuma< Amit Kum~ 

l =1 ~- ~ 
Date/ Date/ Date/ 
,Uam: 16.05.2026 )].am: 16.05.2026 )].am: 16.05.2026 

Conclusion : APPROVED I 
3aKJitO"leuue: O)1.OliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O.n:o6petto: O6ecrre1.Jett11e KaT.JecTBa/OTBeTCTBettttoe nmi:o: 

Date/ 
,Uam: 

Sf//llP,NI 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

CERTIFICATE OF ANALYSIS 
CEPTM <l>HKA T ARAJIB3A 

Product: Cetrine® film coated tablets, IO mg 
n po.ayicr: LJ.e-rp1rn® Ta6neTKH, ll0KPblTble nneHO'lHOH o6oJJO'lKOH 10 Mf 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
V2601015 

Batch Quantity/ 25,00,000 tab I 
Cepun .N"! 

: 
Pa3Mep cep,m 

: 
25,00,000 Ta6 

Analytical Report No./ 
: 890001883369 

Date of Analysis/ 
: 16.05.2026 

AHllJlllTJllfCCKlltt OT'IeT .N"! .l].aTa aHaJIH3a 
Date of Manufacture / 

04/2026 
Date of Expiry / 

03/2029 
.,llaTa nP0lllBOJlCTBa 

: 
ro}leH JlO 

: 

Mfg. License No. / 
MA number:/ 

IlpoH3BOJlCTBeHHaH : MNB/05/263 
HoMep PY 

: JII1-N2(005456)-(Pr-RU) 
JIHU.eH3HH .N"! 
Analysis performed according to ND:/ AHaJIH3 npoae}leH no H)l: JIO-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH YTBep~em,I: 12.11.2024 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTaep'KAeHbl: 17.02.2025 
PL approved: / JIB yraep~eu: 15.05.2024 

API name/ HanMeHoaauue A<l>C: Cetirizine dihvdrochloride / Ue-rnp1-1311Ha mrr11.upox11op~1J1 
INN /MHH: Cetirizine / U.en1pm11H 
API manufacturer batch number/ BT00-26011 
HoMep cepItu npOIOBOJUITC.fUI A<l>C: 
FP Manufacturer API Batch number/ 

FETA00163 
Ho111ep cepuu cy6crnuu.uu npou3BOD.IITMH rJI<I>: 
API Manufactured by, address & country/ Glochem Industries Private Limited, 
Ilpou3ao}lnTeJib A<l>C, a.11.pec u CTpaua: Survey No. l 74 to 176, I.D.A. Bo!laram, Sangareddy District, 

502 325, Hyderabad, Telangana, India / 
rnoxeM HHp,acTpHec TTpai1BHT lIHMHTe.A, 

YtJ.acTKH N!! 174- 176, H.)J:,A., EonnapaM, CattrapeJlA» 
Jl11c-rpH K1' - 502 325, Xai1na pa6a,n, wrnT TenaHraHa, l1HAHll 

Name, address, authorization No for FP manufacturing Dr. Reddy's Laboratories Ltd., 
site I Control site / Release site / Formulation Unit-6, Viii. Kho!, Nalagarh Road, Baddi, Distt. 
Ha11Menoua1me, a.apec, nuue11J11S1 AJIH Solan (HP) 173205, India (license No MNB/05/263). / 
TipoH3BO.QCTBCHHlUI nnowaiu,a / IlJIOUla)I.Ka KOHTponH Jl-p Pe}lA11' c Jia6opaTOpHc JlT,n., 
Ka<teCTBa / UJIOlll3ll.K3 51:,mycKa TTpOHJBOACTBeHHOe no.npa3,neneH11e-6, BHJJJJ . Kxom,, Hanarapx 

PoyJJ., 6aAUH, ,ll;HcTpHKT ConaH, X.TI., 173205, 11HAHll 
(JlJm.eH3HJI N!! MNB/05/263). 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fl UMe'laHHe: 0 0 

Prepared by / 
ITOAfOTOBJJeHo: 

Prnvesh R'"/ 

Date / 
,LI.am: 16.05.2026 

"' COOTBeTCTB eT 

Checked by/ 
ITpoaepeHo: 
Pardeep Kumar 

J_ 
'-

Date I 
)lam: 16.05.2026 

e6onaH1-1 siM H)l 
Checked by (AQA) / 
TipoaepeHo (AOK): 
Amit Kumar 

Date / 
)la-ra: 16.05.2026 

3aKJ110<1e1mc: O,ll.OliPEHO 
Approved by: Quality A urance/ Authorized person / 
Op,o6peHo: O6ecneLJeHHe KaLJeCTBa!OrneTCTBeHHOe J!Hll,O: 

Date/ 
)la-ra: 

SJt/U/INJ 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Te langana, India 

Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 

Viii. Kho! , Nalagarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 

www.drreddys. co m 

CERTIFICATE OF A ALY IS 
CEPTH<l>HKA TAHA.JUBA 

Product: Cetrine® film coated tablets, 10 mg 

Ilpo,o.yirr: Ue-rottH® Ta6JJtTTKH, noKpb!Tbte nneH0•11-1oi-i o6onOYKOi1, 10 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ 
V2601015 

Batch Quantity/ 25,00,000 tab I 
Ccpm1 .N"2 

: 
Pa3Mep cepm1 

: 
25,00,000 Ta6 

Analytical Report No. / 
: 890001883369 

Date of Analysis / 
: 16.05.2026 

All8JlllTll'fCCKJIII OT'feT .N"! 11.:na aHaJIHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

1J.a-ra ITl)0JIJB0,£1,CTBR 
: 

ro,£1,eH ,£1,0 
: 

Mfg. License No./ 
MA number:/ 

IJpOHJB0,£1,CTBeHHaH : MNB/05/263 
HoMep PY 

: J1TI-N2(005456)-(Pf-RU) 

JIIIUCIIJIIH .N"! 
Analysis performed according to ND:/ AHaJinJ npose,ueu no H1J.: J1Il-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaiceTbI nepsu'fuoii ynaKOBKH yTBep,KJJ.eHbI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbI BTopuquoit ynaKoBKH yTsep~ACHhI: 17.02.2025 
PL approved: / JIB y-ruepiKJ),e11: 15.05.2024 

manufactured, including packaging/labeling and quality control at the above ment ioned ile(s) in full compliance with the GMP 
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-2025 dt. eptember 19, 2025) and requirements to the 
medicinal quality and with the specifications in the Marketing Authorizat ion dossier of the importing country. Production, packaging 
and testing records are verified and their compliance with Good M anu facturing Practice of the Eurasian Economic Union is 

established». / 
3aKJIIO'ICHHC o C0OTBCTCTBHH: «HacTOlll.l(HM ll 00,!J.TBep)l(,!1.aIO, 4TO npwse.n.eHHal! Bhlllle ,rncpopMaU,Hll l!BJll\eTCll )lOCTOBepHOH 11 
TO'lHOH. 3Ta cepHll npo.n.yKU,11H npoH3se.n.eHa (BKJ!IO'lall ynaKOBKY (MapKHpOBKY) 11 KOHTpOJJb Ka'leCTBa) Ha BbillleyKa3aHHOH 
npOH3BO)lCTBeHHOH nnoma.n.Ke (nJ1oma,uKax) B 0OJ!HOM COOTBeTCTBHl1 C Tpe6osaHHl!Ml1 IIpaBHJl Ha,!J.Jle)l(al.l(eH np011380,!J.CTBeHHOH 
npaKrnKH Espa3HHCKoro 3KOHoM11L1ecKoro co103a (N2 GMP/EAEU/RU/02329-2025 OT 19 ceHTl!6pll 2025 r .) H Tpe6osaHHllMH 
KOHTpOJlll Ka'leCTBa JJeKapcTBeHHhIX cpe,!1.CTB, a TaK)l(e B COOTBeTCTBHH co cneu,ucpHKaU,Hl!MH, co,uep)l(al.l(HMl1Cll B perncTpaU,HOHHOM 
,!J.OCbe CTpaHbHIMnopTepa. 3anHCH no npoH3BO,!J.CTBY, ynaKOBKe 11 aHamny nposepeHbl, 11 ycTaHOBJleHO 11X COOTBeTCTBHe 
Tpe6osaHl1l!M I1pas11J1 Ha)])Je)l(al.l(ett npo113BO,!J.CTBeHHOH npaKTHKH Espa311HCK0f0 3KOHOMH'-leCKOfO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIO'Ieuue: O)l:OEPEHO 0 IIMC•Ia1t11e: n 

Prepared by/ 

Tio.n.roTOBJleHO: 

PrnveshR>aj 

Date/ 
,llaTa: 16.05.2026 

0.D. I<T C00TBeTCTByeT T 

Checked by/ 

TiposepeHo: 
Pardeep Kumar 

Date/ 
,llaTa: 16.05 .2026 

e6osaH1111M HD. 
Checked by (AQA) / 
I1posepeHo (AOK): 
Amit Kumar 

Date / 

)la-ra: 16.05.2026 

Approved by: Quality Assurance/Authorized per on I 
O.no6peHo: O6ecneYeHHe KaYec-raa/OrseTCTBe1-11-1oe J1Hu,o: 

Date/ 
,lla-ra: 

S~J l)ftN) 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangan a, India 
Tel : +9140 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys .com 

CIN : L8519SAP1984PLC004507 
www.drreddys.com 




