
CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoL{yKT: UeTp11tt® m6J1eTK11, rroKphlTbie rrJJeHO'lHOH o6oJJO'lKOH, 10 Mr 

Market / Phrnoi.: : Russia / Poccm1 

Batch No./ 
B2601070 

Batch Quantity I 5000000 tab/ 
CepuH .N"! 

: 
PaJMep cepuu 

: 
5000000 m6 

Analytical Report No./ 
: 2002FP26000880 

Date of Analysis / 
: 30-04-2026 

AttaJIHTHIJCCKHH OTIJeT .N"! .[J:aTa anaJIHJa 
Date of Manufacture / 

26-02-2026 
Date of Expiry I 

31-01-2029 
.[J:aTa npOH3B0,[ICTBa 

: 
ro,lleH LIO 

: 

Mfg. License No./ 
MA number:/ 

Il pOH3B0,[ICTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JU1-N2(005456)-(Pr-RU) 

JIHUeHJHH .N°! 
Analysis performed according to ND:/ AnaJIHJ npoBe,lleH no H,U: JIIl-.N"!(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MatceTbl nepsuqnoii ynaKOBKH yTsep~enhl: 12.11.2024 
Artworks of secondary package approved:/ MatceTbl srnpuqnoii ynaKOBKH yTBep'lKAeHbI: 17.02.2025 
PT, annroved: / .JTR yTRe()'lKJ1en: 15.05.2024 

Test/ IlotcaJaTeJib Result/ PeJyJibTaTbl Specification/ HopMa 
1 Description/ Onucanue 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. / side. White to off-white core on cross section. 

Jdentification / 
lbenTucJlutcauuH 

HPLC/ 83)KX 

KpyrJible )lBOllKOBbIITYKJlhle Ta6JieTKl1, 
ITOKpblThie ITJleHO'lHOH o60JlO'lKOH 
6eJJoro useTa, C p11CKOH Ha O)lHOH 
CTOpOHe. Ha rrorrepe'lHOM pa3pe3e -
ll.llpo 6eJJoro useTa. 

/ Kpyrnhie )lBOllKOBbIITYKJlbie Ta6JieTKl1, 
ITOKpb!Thie ITJleHO'lHOH o6oJIO'lKOH 6eJJoro 
11Jll1 ITO'lTl1 6eJJoro useTa, C p11CKOH Ha O)lHOH 
CTOpOHe. Ha rrorrepe'lHOM pa3pe3e ll)lpO OT 
6eJJoro )lO rro'lTM 6eJJoro useTa. 

The retention time of the main peak in hne retention time of the main peak in the 
the chromatogram oftest solution chromatogram oftest solution should comply 
complies with the retention time of the with the retention time of the main peak in the 
main peak in the chromatogram of chromatogram of Cetirizine Hydrochloride 
Cetirizine Hydrochloride reference reference standard solution (section "Assay"). 
standard solution. I BpeMll y.llep)lrnBaH11ll / 

OCHOBHOro ITMKa Ha xpoMaTorpaMMe Bpe1,rn y)lep)l(l,!BaHHll OCHOBHOro UMKa Ha 
MCITbITYeMoro pacTBopa COOTBeTCTByeT xpoMaTorpaMMe MCITbITYeMoro pacTBopa 
BpeMeHM y.nep)lrnBaHHll OCHOBHOfO ITMKa }10Jl)KH0 COOTBeTCTBOBaTb speMeHH 
Ha xpoMaTorpaMMe CTaH,napTHOro yL1.ep>KI•1BaM1-tll OCHOBHOro ITMKa Ha 
pacTBopa ueT11p11311Ha rn.npoxJ1op11.na. x pOM8TOrpaM Me CTaH.napTHOro pacTBopa 

ue-r11p11J11Ha r11.npoxJ1op11.na(pa3)leJJ 
( KoJ1111JecTBeHHoe orrpe.neJ1eH11e» ) . 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMeIJanue: Tipo.nyKT cooTBeTCTByeT Tpe6osaHHllM H.U 3atcJIIOIJenue: O,UO6PEHO 
Prepared by / Checked by/ TiposepeHo: Checked by (AQA) / Approved by: Quality 
Tio.nroTOBJleHO: D. Latha - Quality control- TiposepeHo (AOK): Assurance/ Authorized person / 
B. Satyanarayana- Team Member Siva Sankaru Kummari 0)lo6peHo: 06ecrre1Jett11e 
Quality control- Team 

~ 
Quality A~[ 1urance- Team Ka'leCTBa!OTBeTCTBeHHOe Jl11UO: 

Member ~ ,,---- Membe1jl-:A-- S. Haneef- Qua~t:y A ssurance- Team 
Member __., 

I 
Date/ )],am: 8 0 .-CL( ~'ta2,,(, Date /)],aTa: 30-04-2026 Date /)],am: 30-04-2026 Date /)],am : 30-04-2026 



_) 

• • ••• 
Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTU:<l>U:KAT AHAJIU:3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.a:yKT: U:eTpHH® Ta6JJeTKl1, noKpb!Tbie nneHO'JHOH. o6oJJO'IKOH., 10 Mr 

Market / PblHOK : Russia / Poccm, 

Batch No./ 
B2601070 

Batch Quantity / 5000000 tab I 
CepnH .N'2 

: 
Pa1Mep cepnn 

: 5000000 Ta6 
Analytical Report No./ 

: 2002FP26000880 
Date of Analysis / 

: 30-04-2026 
AuaJIHTH'leCKHii 0T'leT .N'2 .L{aTa auaJ1n1a 

Date of Manufacture / 
26-02-2026 

Date of Expiry / 31-01-2029 
.L{aTa DP0H3B011CTBa 

: 
ro11eu 110 

: 

Mfg. License No./ 
MA number:/ 

fl p0H3B0.ll:CTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JU1-NQ(005456)-(Pf-RU) 
JIHUeHJHH .N°! 
Analysis performed according to ND:/ AuaJIHJ npose11eu no H,L{: JIIl-.N'2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaiceTbl nepswrnoii ynaicosicu yTBep;KJlenbl: 12.11.2024 
Artworks of secondary package approved: / Maicen., BTopnquoii ynaK0BKH yTseplK11enh1: 17.02.2025 
PL approved: / JIB yrneplK.a:en: 15.05.2024 

UV- spectrophotometry / Complies / CooTBeTcTByeT 
Y<l>- cneKTpOqJOTOMeTpHll 

3 M'ater content/ 
3.0%/ 3,0% Co.a:epl!Cauue B0IJ;bl 

4 Uniformity of dosage units / 
O.a:uopOIJ;HOCTb ,!{03HpOBaHHblX 4.4 I 4,4 
e,!{HHHU. 

5 Dissolution/ Pacrnopeune 

102%; 101%; 101%; 100%; 100%; 
102%. 

Remarks : The Product confirms to ND/ 
IlpnMe'laHHe: TT O)l KT COOTBeTCTB eT T e6osaHl1llM H.ll 
Prepared by / Checked by / TTposepetto: Checked by (AQA) / 

TTposepeno (AOK): TT0.11rorns11etto: D. Latha - Quality control-

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./ YCl>-cneKTpb1 norno111ett11» 
11cnb1TyeMoro pacTBopa 11 CTaH1IapTHoro 
paCTaopa ueT11p11J11Ha rn.a:poxJ1op11.a:a s 
o6JTaCTM OT 200 .a:o 400 HM .a:omKHbl HMeTb 
M8'KCMM YM bl norno111eHJ1ll np11 O)lHOH 11 TOH. 
)Ke ,!{JlHHe BOJ1Hbl C .uonycTHMblM 
OTKJI0HeHi-teM ± 2 HM. 
Not more than 8.0% I 
He 6011ee 8,0 % 

Acceptance value (AV) should be not more 
than 15.0 / TToKa3aTeJ1b np11eMJ1eMocrn (AV) 
.a:omKeH 6b1Tb ue 6011ee 15,0. 
/Not less than 80% (Q) of the labeled amount 
ofC21H2sClN2O3·2HCl (cetirizine 
dihydrochloride) after 30 min./ He Mettee 
80 % (Q) OT HOMHHaJJbHOro co.a:ep)KaHHH 
C21 H2sCIN2O3·2HCI (uempm11tta 
µi,1-1rn.npoxnop1-1.n) qepeJ 30 MHH. 

Conclusion : APPROVED / 
3aKJ110'lenne: O,L{OliPEHO 

B. Satyanarayana- Team Member Siva Sankaru Kumrnari 

Approved by: Quality 
Assurance/ Authorized person / 
Ono6petto: O6ecne<Jett11e 
Ka<JeCTBa!OTBeTCTBeHHOe 1111uo: Quality control- Team 

Member · ,,---

Date /.[(am: 30-04-2026 Date /,llarn: 30-04-2026 

Quality Ass 
Member 

Date / ,llarn: 30-04-2026 

S. Haneef- Quali Assurance- Team 
Member 



CERTIFICATE OF ANALYSIS 
CEPTIIct>IIKAT AHAJIII3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo.£lyKT: U:eTp11H® m6JieTKl1, ITOKpblTble ITJieH04HOH o6oJI04KOH, 10 Mr 

Market / PbrnoK : Russia I Poccm1 

Batch No./ 
B2601070 

Batch Quantity/ 
CepuH _N"g 

: 
Pa1Mep cepuu 

Analytical Report No./ 
: 2002FP26000880 

Date of Analysis / 
AHaJIHTH'leCKHH OT'leT _N"g )laTa aHaJIHla 
Date of Manufacture / 

26-02-2026 
Date of Expiry / 

)],aTa DPOH3B01ICTBa 
: 

ro11eH .llO 
Mfg. License No./ 

MA number:/ 
IT pOH3B01ICTBeHHaH : 63/RR/AP/96/F/R 

HoMep PY JIHUeHJHH _N"g 

5000000 tab / 
: 

5000000 Ta6 

: 30-04-2026 

: 31-01-2029 

: JlIT-N~(005456)-(Pr-RU) 

Analysis performed according to ND: I AHaJJHJ npoBe.lleH no H)],: JIIT-Ng(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbl nepBH'IHOH ynaKOBKH yrsep~eHb1: 12.11.2024 
Artworks of secondary package approved:/ MaKeTbl srnpH'IHOH ynaKOBKH yTsepm.!leHbJ: 17.02.2025 
PL approved: / JIB yrnepmJleH: 15.05.2024 

6 purities/ ITp11111ec11 

lmpuritv A I 
np11Mecb A 
Impurity B / 
np~1MeCb B 
Impurity C l 
ITpHMCCb C 
Impurity D I 
ITp11Mecb D 
Impurity E / 
flp11Mecb E 
Impurity F / 
flp11Mecb F 

ny individual unidentified 
impurity/ Jl106all e.u11HH4Hall 
He1111eHTl1QlHU.HpOBaHHal1 ITpHMeCb 

otal impurities / 
CyMMa rrp11Mecei1 

Remarks : The Product confirms to ND/ 

Not detected/ He o6Hapv)!(eHa 

0.01%/0,Ql¾ 

Not detected / He o6Hapy)!(eHa 

Not detected / He o6Hapy)!(eHa 

Les than LOQ (LOQ = 0.023 %) I 
H H)!(e rrpe.uena Konw-1ecTseHHoro 
onpeAeJJeH11ll (ITKO = 0,023%) 

Not detected / He o6Hapy)!(eHa 

0.07% I 0,01% 

0.2% /0,2% 

n HMe'laHue: TT OA KT COOTBeTCTB eT T e6oBaHl1llM H)l 
Prepared by/ Checked by / ITposepeHO: 
ITo.nroTOBJieHO: D. Latha - Quality control-

Checked by (AQA) / 
ITposepeHo (AOK): 

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

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

Not more than 0.2 % / He 6onee 0,2 % 

Not more than 0.2 % / He 6onee 0,2 % 

Not more than 0.2 % / He 6onee 0,2 % 

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

or more than 0.2 % / 

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

Conclusion : APPROVED/ 
3aKJHO'leHne: O)lOliPEHO 

B. Satyanarayana- Team Member Siva Sankaru Kummari 

Approved by: Quality 
Assurance/ Authorized person / 
O.no6peHo: O6ecrre4eH11e 
Ka4eCTBaiOTBeTCTBeHHOe JII1U.O: Quality control- Team 

Member ~ 

Date /)lam: 30-04-2026 Date /)lam: 30-04-2026 

Quality As 
Member 

Date / )lam: 30-04-2026 

S. Haneef- Qua "ty Assurance- Team 
Member 

Date /)lam: 



' . 
Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
II poJiyKT: UeTpHH® m6neTKH, noKphlThie nneHO'-IHOw o6oJI04Kow, 10 Mr 

Market/ PblHOK : Russia I Poccm1 

Batch No./ 
B2601070 

Batch Quantity / 5000000 tab / 
CepnH .N"2 

: 
PaJMep cepnn 

: 5000000 m6 
Analytical Report No./ 

: 2002FP26000880 
Date of Analysis / 

: 30-04-2026 
AnaJIHTH'leCKHH OT'IeT .N"2 .l{aTa 3H3JIH33 

Date of Manufacture / 
26-02-2026 

Date of Expiry / 31-01-2029 
.l{aTa DPOH3B0JICTBa 

: 
roJieH JIO 

: 

Mfg. License No./ 
MA number:/ 

II pOH3BOJICTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: JITI-N2(005456)-(Pr-RU) 
JIHUeH3HH .N"2 
Analysis performed according to ND:/ AnaJin3 nposeJieH no H,ll: JIII-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaKeThl nepBH'IHOH ynaKOBKH YTBepiKJleHhl: 12.11.2024 
Artworks of secondary package approved: / MaKeTLt BTOpH'rnoii ynaKOBKH yTsep,KJieHLI: 17.02.2025 
PL approved: / JIB yTBep,KJien: 15.05.2024 

7 k\ssay / KOJIH'leCTBeHHOe 
onpe11eJieuue 

9.95 mg I 9,95 Mr 
99.5 % I 99,5% 

8 Subdivision of tablets/ Complies I CooTBeTCTByeT 
,lleJieuue Ta6JieTOK 

Remarks : The Product confirms to ND/ 
IIpHMe'lanne: fl O.UYKT COOTBeTCTB eT Tpe60B3Hl1JIM H)l 
Prepared by I 
flo,urOTOBJieHO: 

Checked by I flposepetto: Checked by (AQA) I 
Tipoeepetto (AOK): 

!from 9.0 mg to 11.0 mg of 
C21H2sClN2Or 2HC1 (Cetirizine 
IDi hydrochlori de) in tablet (90.0 % to 110.0 % 
of label claim)./ OT 9,0 Mr .uo 11,0 Mr 
C21H2sClN2Or 2HC1 (uernpH3HHa 
iD.11r11D.pOXJJOpH.U) B m6JieTKe (oT 90,0 % .uo 
110.0 o/o OT HOMHHaJihHOrO COJiep>K8H11ll ). 
rihe 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./ 
Ta6JieTKH CO0TBeTCTByK>T Tpe60B3HHJIM, eCJIH 
He 6onee 1 e,UHHH4Hall Macca OTKJIOHJleTCJI 33 
npeaeJihl 85%-115% OT cpe,uHew MaCChl. 
Ta6JieTKH He COOTBeTCTBYIOT Tpe6oBaHHJIM, 
eCJTH 6onee qeM 1 HH,UHBHJIYaJihH3ll Macca 
IOTKJI0HlleTCJI OT 3Tl1X npe,ueJIOB HJil1, ecJIH 1 
11HllHBHJIYaJibH3ll Macca OTKJIOHJleTCJI 33 
npelleJlhl 7 5%-125% OT cpe,uHew MaCChl. 

Conclusion : APPROVED / 
3aKJIIO'lenne: O.l{O6PEHO 

B. Satyanarayana­
Quality control- Team 

D. Latha - Quality control­
Team Member Siva Sankaru Kummari 

Approved by: Quality 
Assurance/ Authorized person / 
O.uo6petto: O6ecne4eHHe 
Ka4eCTBa/OTBeTCTBeHHOe Jl11UO: 

Member <g_ ~ 

Date /)lam: 30-04-2026 Date /)laTa: 30-04-2026 

Quality As 
Member 

Date /)lam: 30-04-2026 

S. Haneef- Qu lity Assurance- Team 
Member 

Date / /J.aTa: 



' .. 
Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpo,1:1yKT: UeTp11tt® m6neTKl1, noKpbITbre nneHOlJHOH 060JJOlJKOH, 10 Mr 

Market/ PMHOK : Russia/ Poccm, 

Batch No./ 
B2601070 

Batch Quantity I 5000000 tab / 
CepnH .N"2 

: 
PaJMep cepuu 

: 5000000 m6 
Analytical Report No./ 

: 2002FP26000880 
Date of Analysis / 

: 30-04-2026 
AHaJIHTH'leCKHH OT'leT .N"2 )laTa aHaJinJa 

Date of Manufacture / 
26-02-2026 

Date of Expiry / 31-01-2029 
)laTa npOH3B0,llCTBa 

: 
ro,1:1eH ,LIO 

: 

Mfg. License No./ 
MA number:/ 

JI pOH3B0,llCTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

: Jin-NQ(005456)-(Pr-RU) 
JIHUeHJHH .N"2 
Analysis performed according to ND:/ AHaJIHJ npose,1:1eH no H)l: JIII-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ Mai.:en,1 nepsu•rnoii ynaKOBKH yTsep'.lK,Ll,eHbI: 12.11.2024 
Artworks of secondary package approved:/ Mai.:eThl BTopuquoii ynaKoRtrn YTRepm!{eHbI: 17.02.2025 
PL aooroved: / JIB yrnep:1K,1:1eH: 15.05.2024 

9 Microbiological purity* / 
Mui.:po6uoJioruqeci.:aH 
'IHCTOTa* 
a) Total aerobic m1crob1al count/ 
O6ll(ee lJl1CJIO a3p06HbIX 
M11KpoopraHl13MOB 

o) Total combined yeasts and 
mould count/ O6ll(ee tJ11cno 
~pO)l()l(eBblX 11 nnecHeBbIX rp116os 

c) E.coli 

Not Applicable 

Not Applicable 

Not Applicable 

10 Package/ OnucaHne ynai.:osi.:u 10 tablets in PVC/PVDC//aluminum 

Not more than lOUU C.FU/g I 
He 6onee 1000 KOE/r 

Not more than 100 CFU/g I 
He 6onee 100 KOE/r 

Shall be absent in lg/ OrcyTcrn11e s 1 r 

10 tablets in PVC/PVDC//aluminum blister. 2 
blister. 3 blisters and patient information or 3 blisters and patient information leaflet in 
leaflet in a carton. I no 10 m6neToK s a carton. I no 10 m6neToK s 
f1BX/ITB)lX//amoM11H11esoM 6n11cTepe. ITBX/TIBJJ,X//amo MHHi-teeo 1 6n11cTepe. no 2 
flo 3 6JJl1CTepa BMeCTe C Jll1CTKOM- 11m1 3 6JJl1CTepa BMeCTe C J111CTKOM-
BKJJa,llblilleM ynaKOBaHbl B natJKY IBKJ13.!lblWCM yrraKOBaHbl B rratJKY KapTOHHylO. 
KapTOHHY!Q. 

11 !Labeling/ Mapi.:uposi.:a Complies/ CoorneTcrnyeT 1see Module 1, section 1.3.2 ofregistration 
1dossier. / B COOTBeTCTBl111 C pa3,1:1eJJOM 1.3.2 
'MO.11.YJHI ] perHCTP3UHOHHOro .ll0CbC. 

12 [Storage conditions / Y CJIOBHH 
xpaHeHHH 

At temperature not higher than 25 °C. / np11 TeMrrepaType ue Bhrwe 25 °C. 

13 Shelf-life (storage period) / Cpoi.:f3 years. I 3 ro.11,a. 
roaHoCTH (cpoi.: xpaHeHnH) [ 

Remarks : The Product confirms to ND/ 
IlpnMe'lanue: npolJ.yKT cooTBeTcrnyeT Tpe6osau11JIM H)l 
Prepared by/ Checked by/ nposepeuo: 
noL(rOTOBJJeno: D. Latha - Quality control-
8. Satyanarayana- Team Member 
Quality control- Team l fl~ 
Member s21,,,,--- ~ 

Date /)lam: 30-04-2026 Date /)lam: 30-04-2026 

Checked by (AQA) / 
nposepeuo (AOK): 
Siva Sankaru Kummari 
Quality As ~ ranee- Team 

Member ~ "J '"' 
- I 

Date /)lam: 30-04-2026 

Conclusion : APPROVED / 
3aKJIIO'lenue: O)1,OliPEHO 
Approved by: Quality 
Assurance/ Authorized person/ 
O.uo6peuo: O6ecrretJeu11e 
KatJeCTBa!OTBeTCTBeHHOe Jl11UO: 
S. Haneef- Qua~ty Assurance- Team 
Member 'fl _ 



• •• Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTM<l>MKAT AHAJIM3A 

Product: Cetrine® film coated tablets, 10 mg 
IlpoJlyIIT: UeTp1rn® m6neTKH, noKpbITbie nnettotJHOH 060JI01.JKOtt, 10 Mr 

Market / PbtHOK : Russia / Pocc1-rn 

Batch No./ 
B2601070 

Batch Quantity I 5000000 tab / 
CepuH .N"2 

: 
PaJMep cepuu 

: 
5000000 m6 

Analytical Report No./ 
: 2002FP26000880 

Date of Analysis I 
: 30-04-2026 

AaaJIHTH'lecicuii OTtJeT .N"2 )laTa aaaJIHJa 
Date of Manufacture / 

26-02-2026 
Date of Expiry / 

31-01-2029 
)laTa llPOH3B0/lCTBa 

: 
ro)leH /lO 

: 

Mfg. License No./ 
MA number:/ fl pOH3B0/lCTBeHH8H : 63/RR/AP/96/F/R 
HoMep PY 

: J1fl-N2(005456)-(Pr-RU) 
JIHUeHJHH .N"2 
Analysis performed according to ND:/ AaaJIHJ npose)len no H)l: JITT-.N"2(005456)-(Pr-RU)-150524 
Artworks of primary package approved: / MaiceTbl nepsuqaoii ynaicosicu YTBep:lK,lleHbI: 12.11.2024 
Artworks of secondary package approved:/ MaiceTbl BTopu11aoii ynaicosicu yTBep'.lK/leHbl: 17.02.2025 
PL annroved: / JIB VTBeD'.lK/leH: 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./ npoBO,!IHTCH npOH3B0.11HTeneM npH BbinYCKe nepH0,!IH'leCKH: .11n~ Ka)l(,!I0H 20-0H cepHH HnH He MeHee I pa:ia B r o.11. noKa:iaTenb M0)l(eT 6bJTb He BKnlO'leH 
B Ceprnq>HK3T aHanma q>HpMbl. 

API name/ HauMenosanue A<l>C: 

INN /MHH: 
API manufacturer batch number / 
HoMep cepuu nponJBO/lHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHUHH npOH3B0/lHTeJIH r Jl<I>: 

API Manufactured by, address & country/ 
llpon1BO/lHTeJib A<l>C, a)lpec u CTpana: 

Name, address, authorization No for FP manufacturing 
site / Control site / Release site / 
HanMeaosanne, a/lpec, nnueHJHH /lJIH 
IlpOH3B0.llCTBelman DJIOIQa.lllrn / OJIOIQ3,llK:a KOIITpOJIH 
K:31.JeCTBa / OJIOIQ8.llK:8 BblDYCK:8 

Remarks : The Product confirms to ND/ 
ll HMe'laHne: fl 0.ll KT COOTBeTCTB eT T e6oBaHHHM H1l 
Prepared by I 
flO.llfOTOBJietto: 
B. Satyanarayana­
Quality control- Team 
Member ~ 

Date /)lam: 30-04-2026 

Checked by I flposepetto : 
D. Latha - Quality control­
Team Member 

Date /)lam: 30-04-2026 

Cetirizine dihydrochloride / 1.J,ernp1,mrna .llHrn,upoxnopH.ll 

Cetirizine / 1.J,ernpH3HH 
BT00-25059 

FBSA00295 

Glochem Industries Private Limited, 
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District, 

502 325, Hyderabad, Telangana, India/ 
rnoxeM I1H,uacTpHec flpattBHT JlHMHTe,u, 

Y4aCTKH N2 174-176, 11.)l.A., 6onnapaM, Cattrape,u,u11 
)l11cTpHKT - 502 325, Xatt,llapa6an, wmT TeJiaHraHa, l1H,UHH 

Dr. Reddy' s Laboratories Ltd., 
Formulations Tech Ops - II, Survey No. 42p, 43, 44p, 45p, 46p, 
53, 54&83, Bachupally Village, Bachupally Manda) , Medchal 

Malkajgiri District - 500090, Telangana State, India (license No 
63/RR/ AP/96/F /R) . I )l-p Pe,u,uH • c Jla6oparnpHc JlT.ll. , 

flpoHJBO.llCTBeHHOe nonpa3nenett11e-II, YtJaCTKH N2 42p, 43 , 
44p, 45p, 46p, 53, 54 H 83, 6aYynaJIJIH BHJIJia,U)K, 6aYynaJIJIH 
Matt,uan, Me,uYaJI ManKa,ll)KrHpH )l1-1cTpHKT - 500090, wmT 

Tenattratta, l1H.llHH (J1Huett3HH N2 63/RR/ AP/96/F/R) . 

Checked by (AQA) I 
flposepetto (AOK): 
Siva Sankaru Kummari 
Quality A~ 
Member 

Date /)laTa: 30-04-2026 

Conclusion : APPROVED/ 
3aKJ11011eaue: OllO6PEHO 
Approved by: Quality 
Assurance/ Authorized person / 
O,uo6petto: O6ecne4eHHe 
Kal.JeCTBalOTBeTCTBeHHOe JIHUO: 
S. Haneef- Qualit A surance- Team 
Member 

Date /)lam: 3 C, .--e;y ~ 'Lo~ (, 



.. 
• • 

Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTU:<l>U:KAT AHAJIU:3A 

Product: Cetrine® film coated tablets, 10 mg 
Ilpoi.yKT: lJ,eTpwH® Ta6neTKl1, ITOKPbITbie ITJleHO'IHOH o6oJIO'IKOH, 10 Mr 

Market/ PbIHOK : Russia/ Poccm1 

Batch No./ 
B2601070 

Batch Quantity/ 
CepnH N2 

: 
PaJMep cepuu 

Analytical Report No./ 
: 2002FP26000880 

Date of Analysis / 
AuaJIHTH'leci.:uu OT'leT N2 llaTa auaJIHJa 
Date of Manufacture / 

26-02-2026 
Date of Expiry / 

llaTa nponJBO!ICTBa 
: 

roi.eu !IO 

Mfg. License No./ 
MA number:/ 

fl pOH3BO!ICTBeHHaH : 63/RR/AP/96/F/R 
HoMep PY 

JiuueuJnH N2 

5000000 tab/ 
: 

5000000 Ta6 

: 30-04-2026 

: 31-01-2029 

: JITI-N2(005456)-(Pr-RU) 

Analysis performed according to ND:/ AuaJIHJ nposei.eu no Hll: .JITI-N2(005456)-(Pr-RU)-150524 
Artworks of primary package approved:/ MaKeTbI nepsuquou ynaKOBKH yTsepJKJ{eHbI: 12.11.2024 
Artworks of secondary package approved:/ Mai.:eTbI srnpuquou ynai.:osi.:u yTsepm!IeHbI: 17.02.2025 
PL aooroved: / JIB yrnepmneu: 15.05.2024 

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 (No. GMP/EAEU/RU/02346-2025 dt. September 25, 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». / 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacT051llll1M 51 ITO.!lTBep)K,!lalO, '!TO npwse.ueHHa51 Bb!We !1Hq>OpMau1151 51BJl51eTC51 .!lOCTOBepHOW 11 
TO'IHOH. 3Ta cep1151 ITPOAYKL\1111 np0113Be,!leHa (BKJllO'la51 ynaKOBKY (MapK11pOBKY) 11 KOHTpOJlb KalJeCTBa) Ha BbIWeyKaJaHHOW 
np0113BO,!lCTBeHHOH ITJlOllla,!lKe (nnoma.uKax) B ITOJlHOM COOTBeTCTBl111 C Tpe6oBaHl151Ml1 TipaBl1Jl Ha,!lJle)Kamew np0113BO,!lCTBeHHOW 
npaKrnK11 EspaJ11wcKoro 3KOHOM11'leCKoro co103a (N2 GMP/EAEU/RU/02346-2025 OT 25 cettrn6p51 2025 r.) 11 Tpe6osatt1151M11 
KOHTpOJI51 KalJeCTBa JleKapCTBeHHbIX cpe,!lCTB, a TaK)Ke B COOTBeTCTBl111 co cneump11KaUl151Ml1, co.uep)Kallll1M11C51 B per11cTpau110HHOM 
.!lOCbe CTpaHbl-11MITOpTepa. 3an11c11 no np0113BO,!lCTBY, ynaKOBKe 11 aHaJil13Y nposepeHbl, 11 ycTaHOBJleHO 11X COOTBeTCTBl1e 
Tpe6oBaHl151M TipaBl1Jl Ha,!lJle)Kamew np0113BO,!lCTBeHHOW npaKTl1Kl1 EBpa311WCKOro 3KOHOMl1'1eCKOro COI03a». 

Remarks : The Product confirms to ND/ 
rr HMelfauue: IT O.!lYKT COOTBeTCTByeT T e6osaHl151M HD. 
Prepared by / 
Tio.uroTosnetto: 
B. Satyanarayana­

Quali ly con tro l- Team 
Member ,,,--

Date /D,arn: 30-04-2026 

Checked by I flposepetto: 

D. Latha - Quality control­
Team Member 

Date /D,arn: 30-04-2026 

Checked by {AQA) I 
flposepetto (AOK): 
Siva Sankaru Kummari 

Quality A ·urance- Team 
Member 

Date/ D,arn: 30-04-2026 

Conclusion : APPROVED I 
3aKJIIO'leuue: OllO6PEHO 
Approved by: Quality 
Assurance/ Authorized person / 
O.uo6petto: O6ecne'!ett11e 
Ka'leCTBa!OTBeTCTBeHHOe n11uo: 
S. Haneef- Qual' y A ssurance- Team 

Member 

Date /D,aTa: jO --Ot-( 'lo 




