o ..
Dr.Reddy’s €3¢

UNCONTROLLED COPY

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykt: LleTpuH® TabiaeTKH, MOKPHITHIE INIEHOYHOH 000109K0#, 10 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / 5000000 tab /

Cepus Ne = B260007* Pa3smep cepun 5000000 Tab

Analytical Report No./ . 2002FP26000113 Date of Analysis / 26-01-2026

AHaJIUTHYECKHIT oTUeT Ne JlaTa aHanusa

Date of Manufacture / . 02-01-2026 Date of Expiry / 31-12-2028

JaTta npou3eoacTaa T'ogen 1o

Mfg. License No. / MA number: /

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

JuneHsus Ne

Analysis performed according ND: / Ananus nposened mo HJI: JITI-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkupoBka H MakeThl YTBepxIeHbl: 17.02.2025

Result / PesynbTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrnble NBOSKOBHINYKJIBIE TaONETKMH,
MIOKPBITHIE  IUICHOYHOH  000JI0YKOH
Oemoro mBeTa, C PpUCKOH Ha OOHOMU
cTopoHe. Ha nomepedyHoM paspese —
saapo 6enoro useTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrible IBOSIKOBBIIYKIble TaOJIeTKH,
TOKPHITHIE TUIEHOYHOM o060mouKoii Gemoro
WIH IOYTH O€JIOTO [BETA, C PUCKOM Ha OJTHOM
cropore. Ha nonepeyHoM paspeze sSApO OT
Oexroro 1o mo4TH 6€JIOro IBETA.

No Test / Iloka3aTennb
1 Description / Onucanne
2 Identification /
NpenTupukanus
HPLC / BOXKX

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

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

solution. /
Bpems ynepxuBaHusA OCHOBHOTO ITHKA H

FRINOX TOPWIA

XpOMaTOIrpaMMe HCIBITYEMOTO PacTBOPAIOIKHO
COOTBETCTBYET BPEMEHH YIEp)KUBaHUAYICPKUBAHHUSA
OCHOBHOTO DHKa Ha XpoMartorpaMMexpoMarorpaMmme
CTaHIAPTHOrO pacTBopa LETUPU3HHAIETUPU3HHA

BpeM)I yYAepxuBaHusd OCHOBHOIO IIMKa Ha

XpOMAaTorpaMMeé  MCIIBITYeMOTO  PacTBOpal
COOTBETCTBOBATh BpPEMEHH

OCHOBHOTO nuKka  Ha

CT@HAAPTHOTO  PacTBOpa

THIPOXJIOpUIA (paznen

«KnnudecTReHHOE onpene ﬂﬁH"ﬂ»)

Remarks : The Product confirms to ND/

Ipumeyanne: IlpogykT cooTBeTCTRYET TpeboBaHMIM H]J,

Conclusion : APPROVED /
3akaroyenne: OJOBPEHO

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

i

A. Susmitha- Quality
control- Team Member

4

Checked by / ITpoeepeno: ||Checked by (AQA)/ Approved by: Quality
ITpoeepeno (AOK): Assurance/Authorized person /
Amol Ashokrao Rakshale Onobpeno: ObecneucHue

Member W

Quality Assurance- Team

kayecTBa/OTBETCTBEHHOE JIULIO:
S. Haneef- Qualjty Assurance- Team
Member

1

Date /[lata: 97~ 224

Date /Jfata: -0 -~ 20%

Date /[lata: $9--o/- 2006

Date //laTa: ?1%/6 \ . %I/L




UNCONTROLLED COPY
CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":"

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: Lerpun® tabneTku, NOKpbITHIE TUIEHOYHOM 060104K0#, 10 Mr

Market / PoiHok : Russia / Pocens

Batch No. / . Batch Quantity / 5000000 tab /

Cepus Ne : DEA000IS Pasmep cepun 5000000 Tab

Analytical Repovrt No. / . 2002FP26000113 Date of Analysis / 26-01-2026

AHajauTHYecKni oTuer Ne Jarta aHaaHn3a

Date of Manufacture / . 02-01-2026 Date of Expiry / 31-12-2028

JlaTa npoH3BOJCTBA I'ogen mo

Mfg. License No. / MA number: /

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

JiHuensusa Ne

Analysis performed according ND: / Ananu3s nposeaen o HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkipoBka m MakeThl yreep:aenst: 17.02.2025

Ne Test / Iloxa3aTein

Result / Pe3yibraThl

Specification / Hopma

UV- spectrophotometry /
Y ®- ciekrpodoToMeTpus

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®-cneKTphl NOITIOIEHHNS UCTIBITYEMOTO
pactBopa ¥ CTaHAapTHOIO  pacTBOpA
LECTHPHU3HHA MMApOXJIOpHIa B odnactu ot 200
mo 400 HM [AO/DKHBl MMETh MAaKCHMYME]
MOIJIOMIEHUS IIPM OOHOW M TOH Xe HIIuHe
BOJIHBI C JOTTYCTHMBIM OTKJIOHEHHEM =+ 2 HM.,

3 Water content /
CopaepxaHue BOIbI

3.0%/3,0%

Not more than 8.0% /
He 6omee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OnHOpoAHOCTE NO3UPOBAHHBIX 4.5/45 than 15.0 / ITokazatens npuemiemMocta (AV)
eMMHHUILL i ImoJKeH OBITH He Goiee 15,0.

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

101%; 100%; 99%; 102%; 101%; 100%.

of C21H25CIN,03-2HCI (cetirizine
dihydrochloride) after 30 min. / He mewnee
80 % (Q) oT HOMUHAJIBHOTO CONCePKAHHS
Cz 1H25C1N203 -2HCl1 (uempmpma

\muruApoxaopun) dyepes 30 MuH.

Remarks : The Product confirms to ND/

IIpumeqanue: IIpogykT coorBeTcTBYeT TpeGoranmsM HJT

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

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

%@/

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

Member /4/

Checked by (AQA) / Approved by: Quality
[Ipoeepeno (AOK): Assurance/Authorized person /
Amol Ashokrao Rakshale Onobpeno: Obecnieuenne

Quality Assurance- Team

kauecTea/OTBETCTBEHHOE JIUIIO:
S. Haneef- Quality Assurance- Team
Member 5

Date /[lata: Q~2l—2ov6

Date //lata: 07-7) |~ Q026

Date /Jlata: 920/~ goo.f

" A e % Ol"
Date /JlaTa: ,‘?‘a\K) ,.(}\,.‘l 6




' ' @ UNCONTROLLED COPY
) o@ CERTIFICATE OF ANALYSIS
Dr. Reddy S '.‘ CEPTUOVKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykr: LleTpnH® TabieTKH, NOKPBITHIE THIEHOYHOM 060510uK0M, 10 MT
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 5000000 tab /
Cepus Ne : DASH004 Pa3smep cepun © 5000000 Tab
Analytical Repovrt No./ . 2002FP26000113 Date of Analysis / . 26-01-2026
AHanUTHYECKHH oTYeT Ne JlaTa aHam3a
Date of Manufacture / . 02-01-2026 Date of Expiry / . 31-12-2028
JlaTa npon3zBoAcTBA Tomen no
Mifg. License No. / MA number: /
IIpon3sBoacTBeHHAsI : 63/RR/AP/96/F/R : : JII-Ne(005456)-(PT-RU)
Homep PY
JHIeH3Ha Ne
Analysis performed according ND: / Ananu3 npoeener o HI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa M MaKeThl YTBepxkIeHbl: 17.02.2025
6 Impurities / IIpumecn
Impurity A / Not detected / He o0HapyxeHa
[pumecs A INot more than 0.2 % / He Gonee 0,2 %
Impurity B / Not detected / He o6napyxena
[Mpumecs B Not more than 0.2 % / ve 6osee 0,2 %
Impurity C/ Not detected / He oOHapy»xeHa
[Tpumecs C Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Not detected / He o6HapyxeHa
INpumecs D Not more than 0.2 % / He 6onee 0,2 %
Impurity E / 0.03% / 0,03%
Ipumecs E INot more than 0.2 % / ue Gonee 0,2 %
Impurity F / Not detected / He o6HapyxeHa
Mpumecs F Not more than 0.2 % / He 6onee 0,2 %
0.06% / 0,06%
Not more than 0.2 % /
ue 6osee 0,2 %
Any individual unidentified 0.1%/0,1%
impurity / JTinQas emiawaHag
HeUAeHTUQUIMPOBaHHAS MPUMECH
Not more than 2.0% /
Total impurities / He 6onee 2,0%
CymMMa npumeceit
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: IIpogykr cootBeTcTRYeT TpeOboBanuam HJT 3akmoyenne: OJIOBPEHO
Prepared by / IlogrorosneHo: |[Checked by / IIposepeno: "Checked by (AQA)/ Approved by: Quality
D. Latha - Quality control- A. Susmitha- Quality [Tposepeno (AOK): Assurance/Authorized person /
Team Member control- Team Member Amol Ashokrao Rakshale OnobpeHo: ObecnieueHne
Quality Assurance- Team kayecTBa/OTBETCTBEHHOE JIULIO:
A gg p @/ Member /,[/ S. Haneef- Quality Assurance- Team
Member r
Date /[lara: 9 5§-21—22Y ||Date /llata: DF-D/-20¢||Date /Tara: ¢ ¢ -2/~ 2026 ||Date /Tara: 9% \ ol




Dr.Reddy’s Q’:'.

UNCONTROLLED COPY

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lletpun® TablieTKH, NOKPHITHIE TWIEHOYHOM 060104K0H, 10 M

Market / Peisok : Russia / Poccus

Batch No. / . Batch Quantity / 5000000 tab /

Cepus Ne R Pa3mep cepun 5000000 Tab

Analytical Repo:-t No./ . 2002FP26000113 Date of Analysis / 26-01-2026

AHanuTH4yecKkHii oTyer Ne Jlata anamuza

Date of Manufacture / . 02-01-2026 Date of Expiry / 31-12-2028

JlaTa npon3BoAcTBA T'ogen no

Mfg. License No. / MA ber: /

TTpOH3BOACTBEHAAS : 63/RR/AP/96/F/R . JITI-Ne(005456)-(PT-RU)
Homep PY

auueH3us Ne

Analysis performed according ND: / Avanus nposegeH mo HJI: JII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapknpoBka ¥ MaKkeThl yrBep:aensi: 17.02.2025

100.0% / 100,0%

Ne Test / IlokasaTenn Result / PesyabTaTsl Specification / Hopma
7 Assay / KosinuecTBeHHOE Not less than 9.0 mg and not more than
omnpe/eeHHe 11.0 mg C»1H»5sCIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
10.00 mg / 10,00 mr and 110,0 % of label claim). / Ot 9,0 Mr o

11,0 mr C2;HasCIN2O3-2HCI (netnpuzuna
marnapoxyiopun) B Tabiaetke (ot 90,0 % mo
110,0 % 0T HOMHHANBLHOTO CONEPIKAHUA).

8 Subdivision of tablets /
Jlenenue TabneTox

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. /
TabeTku COOTBETCTBYIOT TPEOOBAHUAM, ECIIU
He Gonee 1 enuHUYHAS Macca OTKIIOHACTCS 3a
npenensl 85%-115% oT cpenHeit Macchl.
TabneTku He COOTBETCTBYIOT TPEOOBAHUAM,
ecni Oosiee 9eM 1 MHIUBHMIyanbHas Macca
ATKTOHIATOT OT ATWX TINETETOR WITW, ACTTIA 1

WHOUBHTyaJbHAd Macca OTKIIOHAETCS 3a
npenensl 75%-125% oT cpenHeit Macchl.

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpomykt cooTBeTCTBYET TpeboBarumsaM HJI

Conclusion : APPROVED /
3aknrouenne: OJJOBPEHO

D. Latha - Quality control-
Team Member

Ly

Prepared by / Iloarorosneno: ||Checked by / TIpoeepeno: [|Checked by (AQA)/
A. Susmitha- Quality
control- Team Member

&

[Tposepero (AOK):

Member /1/

Amol Ashokrao Rakshale
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Opobpero: Obecneyenne
KauecTBa/OTBETCTBEHHOE JIUIIO:

S. Haneef- Quality Assurance- Team
Member [ 4

Date /Jlata: 9y .o t—20%b |[Date /TTata: ) 3-0( - 20%

Date /Jlata: 99 ~o/ 2026 ||Date /JTara: Q%-0) -0 'ZQ




o ..
Dr.Reddy’s €3¢

UNCONTROLLED COPY

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

IIpoaykr: LleTpuH® TabiIeTKH, NOKPHITHI

Product: Cetrine film coated tablets, 10 mg

e MmeHoYHoit o6onoukoi, 10 Mr

Market / PuiHOK : Russia / Poccus

Batch No. / . Batch Quantity / 5000000 tab /

Cepus Ne + B2600074 Pazmep cepuu 5000000 Tab

Analytical Repourt No./ . 2002FP26000113 Date of Analysis / 26-01-2026

AHaauTndecknii oruer Ne JlaTa ananuza

Date of Manufacture / . 02-01-2026 Date of Expiry / 31-12-2028

JlaTa npou3BoOACTBA Tonen no

Mfg. License No. / MA number: /

IIpon3eoacTBeHHAS : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PT-RU)
Homep PY

JIHneH3us Ne

Analysis performed according ND: / Ananu3 npoened mo H: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa H MaKeThl yTBep:KkaeHsI: 17.02.2025

blister. 3 blisters and patient information
leaflet in a carton. / [To 10 TabneTok B
[IBX/TIIBX//amoMuHAEBOM BIHCTEpE.
1o 3 GumcTepa BMeCTe C TUCTKOM-
BKJIAJBIIIEM YIIAKOBaHEI B TIA4KY

KAPTOHHYIO.

Ne | Test/Ilokazarenn Result / PesyabpTaThl Specification / Hopma
0 Microbiological purity* /
MuxpoSuosornyeckas
ypcroTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
O611ee 9HCIIO a3pOOHBIX He 6omee 1000 KOE/r
MUKPOOPTaHU3MOB
Not Applicable
b) Total combined yeasts and INot more than 100 CFU/g /
mould count / O6mee gucio He 6onee 100 KOE/r
POOKEBBIX M IJIECHEBEIX TPUOOB
Not Applicable
c) E. coli Shall be absent in 1g / OTcyTctBHE B 1 T
10 Package / Ynakoska 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2

or 3 blisters and patient information leaflet in
a carton. /

[To 10 Tabnerok B
[IBX/I1IBX//anroMmuHueBoM Oauctepe. I1o 2
win 3 6rucTepa BMECTE C JHCTKOM-
BKJIABIIIEM YIIAKOBAaHB! B MAYKy KaPTOHHYO.

* 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. / [TpoBoauTCA NPOM3BOAMTENEM NMPH BEITYCKE NEpUOANYECKY: I kKaxaoit 20-oi cepry uinu He MeHee 1 pasa B roa. ITokasarenb MOXKeT ORITE He BKIHOYEH

B Cepmduxkat aHanm3a GHpMBL.

Remarks : The Product confirms to ND/

Ilpumeuanue: ITpoaykr cootBeTcTBYET TpeboBanusM HJ|

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

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

K

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

@ —

Checked by (AQA)/
Iposepeno (AOK):

Member

M

Amol Ashokrao Rakshale
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieyeHue
kagecTBa/OTBETCTBEHHOE JIUIIO:

S. Haneef- Quality Assurance- Team
Member s

Date /lata:Q 5 © |~/ Vb

Date /[Tara: 5?‘6@

Date /[Tara: 2 ?_,0/,—2026'

Date /Jlata: g ¢ -0 \ /iJ oLk

|

QF-01-2026

WD
24-01-92.026




UNCONTROLLED COPY

. -
’ °Q® CERTIFICATE OF ANALYSIS
Dr. Reddy S q-’ CEPTUDUKAT AHAJIA3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: IleTpuH® TabJIeTKH, NOKPLITHIE MIIEHOYHOM 000J109K0i, 10 MI

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 5000000 tab /

Cepus Ne + B2600074 Pasmep cepun "~ 5000000 Tab

Analytical Repovrt No. / . 2002FP26000113 Date of Analysis / 26-01-2026

AHaJINTHYECKUI oTYeT Ne JlaTa ananu3za

Date of Manufacture / . 02-01-2026 Date of Expiry / . 31-12-2028

Jata npou3BoacTBa T'ogex o

Mfg. License No. / MA ber: /

I[IpouseoacTBeHHAN : 63/RR/AP/96/F/R it : JII-Ne(005456)-(PT-RU)
Homep PY

JHaneH3Hs Ne

Analysis performed according ND: / Ananns nposenen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKka u MakeThl yTBepakaeHbl: 17.02.2025

API name / Hanmenoranue A®C: Cetirizine dihydrochloride / IleTupususa qUruapoxaopun

INN / MHH: Cetirizine / LleTupusux

API manufacturer batch number / BT00-25058

Homep cepun npoussoanteyisa APC:

FP Manufacturer API Batch number / FBSA00298

Homep cepuu cyocTaHunu npouseogutens IJID:

API Manufactured by & country / Glochem Industries Private Limited, India /

ITpousBoautTens APC, crpana: I'noxem Wupactpuec IpaiiBut Jlumuren, Maaus

Name, address, authorization No for FP manufacturing Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,

site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HaumeHoBaHHe, aapec, THIEH3US JJIsS Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpoussBoacTBeHHas1 NJomaaka / Ilnomanka KoHTpOIs 63/RR/AP/96/F/R). / IIpomsBoacTBeHHOE TIoApa3zaeneHue-11,

KkadecTBa / Ilnomagka BoIMycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynamiu

Bumnamk, bagynamwna Mangan, Memdan Manakampkrapu
Juctpukt — 500090, mtaT Tenanrana, Manua (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 (No. GMP/EAEU/RU/02346-2025 dt. 25 September 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
establishcdy. / _

3akmoueHne o cooTBeTcTBHM: «HacTosmmM A HOATBEPXK a0, YTO NpHBEASHHAS BHIME HHGOpMAaLUs ABASECTCS HOCTOBSPHOU U
TOYHOH. DTa cepust NPOLYKLHUM Ipou3BeleHa (BKIIOYAs YMAKOBKY (MAapKHpOBKY) M KOHTpOJIb KayecTBAa) Ha BHILICYKa3aHHOM
TIPOU3BOACTBEHHOM IUIOIIAAKE (IUTOMANKAX) B MIOJIHOM COOTBETCTBHHM ¢ TpeOoBanuaMu I[paBun Hajmexaiueil Mpou3BOACTBEHHOM
npakTUKH EBpasuiickoro akonommdeckoro cotoza (NeGMP/EAEU/RU/02346-2025 or 25 cenrsa6ps 2025) u TpeGoBaHUAMH
KOHTPOJIA Ka4€CTBA IEKAPCTBEHHBIX CPEJICTB, 4 TAIOKE B COOTBETCTBUM CO CHELMGHUKAIMSIMH, COAEPKALTUMHCS B PETHCTPaIlIOHHOM
JIOChE CTpaHbl-MMIIOpTEpPA. 3alUCH IO NPOM3BOACTBY, YNAKOBKE M aHANHU3Y INPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
Tpe6oBanuam IIpapun Hagnexamel MpoN3BOACTBEHHOU NpakTHKK EBPaskiickoro 3KOHOMHYECKOTO COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpogykT cooTBeTcTBYET TpeboBaHmwsiM H]{ 3axnoyenne: OJIOBPEHO
Prepared by / IToarorosneno: |[Checked by / Ilpoeepeno: ||Checked by (AQA)/ Approved by: Quality
D. Latha - Quality control- A. Susmitha- Quality ITposepeno (AOK): Assurance/Authorized person /
Team Member control- Team Member Amol Ashokrao Rakshale OnoGpeHo: ObecnieueHme
@/ Quality Assurance- Team kagecTBa/OTBETCTBEHHOE JIHLIO:
Y Member S. Haneef- Quality Assurance- Team
Lgﬁff' ' /1/ Member N

Date /lata: Q32 I—L2¥b|Date /Tara: 270U 20X4 ||Date /flara: 240/ - 2§ ||Pate /fara: 9 0| ,‘bo(/,é




UNCONTROLLED COPY

: @
Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LleTprH® TabIeTKH, IOKPHITHIE INICHOYHOM 000N09Kol, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 5000000 tab /

Cepusn Ne RREZ00DI/ Pazmep cepun * 5000000 Tab

Analytical Repourt No. / . 2002FP26000113 Date of Analysis / . 26-01-2026

AHanuTH4yeckuii oTyeT Ne Jlata aHannusa

Date of Manufacture / . 02-01-2026 Date of Expiry / . 31-12-2028

JaTta npousBoicTBa T'onen ao

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : 63/RR/AP/96/F/R ) :  JII-Ne(005456)-(PT-RU)
Homep PY

JuueH3nsa Ne

Analysis performed according ND: / Anann3 npoBeges mo H/: JIII-Ne(005456)-(PT-RU)-150524

Labeling and artworks approved: / MapkupoBKa U MaKeThl YTBepxKaeHbl: 17.02.2025

API name / HaumeHoBaHUue ADC: Cetirizine dihydrochloride / LleTupusutsa JMruapoxiopua

INN / MHH: Cetirizine / LleTHpusud

API manufacturer batch number / BT00-25058

Homep cepun npouseoautenss ADC:

FP Manufacturer API Batch number / FBSA00298

Homep cepuu cydcranumnn npoussoanrens LJID:

API Manufactured by & country / Glochem Industries Private Limited, India /

Ilpounssoaurens ADC, crpana: I'moxem Mnpactpuec [paitsut Jlumuren, Hanus

Name, address, authorization No for FP manufacturing Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,

site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HanmenoBanne, agpec, JIMUEH3Us 15 Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpouseoacTBeHHAs maowmanka / Ilnomaaka KOHTPOJIsSt 63/RR/AP/96/F/R). / TIpousBoacTBeHHOE MoApasaenenue-11,

kadecTea / [lnomaaka Beimycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 n 83, bauynamim

Bunnamk, bagynamiu Mangan, Megdan Manakapkrupu
Huctpukr — 500090, wrar Tenanrana, Uanus (JInnensus 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 (No. GMP/EAEU/RU/02346-2025 dt. 25 September 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
estahlished» /

3akmiodyenne o coorrercTBHU: «HacroamuM s moxTBep)KHal0, 9TO MPHBEIEHHAs BbIIIe MHGOPMAIHUA ABIAETCS AOCTOBEPHON U
TOYHO. OTa cepHs NpPOXYKLMH NMpoHM3BeleHa (BKIIOYas YNakoBKYy (MapKHUpOBKY) M KOHTPONb KauecTBa) Ha BHIILEYKa3aHHOM
MPOU3BOACTBEHHON NIolNanke (IUIOMAAKaX) B TIOJIHOM COOTBETCTBHH ¢ TpeGoBaHusMH [1paBun Haanexalel Mpou3BOACTBEHHOM
npakTuky Espasmiickoro sxkoHommdeckoro corosa (NeGMP/EAEU/RU/02346-2025 ot 25 centabpa 2025) u TpeGoBaHusaMM
KOHTpOJIA Ka9€CTBA IEKapCTBEHHBIX CPEJCTB, @ TAKKE B COOTBETCTBHH CO CIICLN(UKAIMAME, COAECPIKALIIMHACS B PETUCTPALIHOHHOM
J0ChE CTpaHBI-AMIIOpPTEpa. 3alMCH MO NPOU3BOJCTBY, YIAKOBKE W aHANN3y MPOBEPEHbI, M YCTAHOBJICHO MX COOTBETCTBHE
tpeboBanuam IIpaBu Hamnexaeit MPOU3BOACTBEHHOH NpakTHKYU EBpasHiickoro SKOHOMUYECKOTO COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cootBercTBYeT TpeboBanmaM H] 3aknwdenne: OJOBPEHO
Prepared by / ITonroroeneHo: |[Checked by / ITposepeno: |[Checked by (AQA) / Approved by: Quality
D. Latha - Quality control- A. Susmitha- Quality [Iposepeno (AOK): Assurance/Authorized person /
Team Member control- Team Member | Amol Ashokrao Rakshale Onmo6peno: Obecniedyenvie

Quality Assurance- Team kayecTBa/OTBETCTBEHHOE JIUIIO:

L_&D/,_ @ Member S. Haneef- Quality Assurance- Team
W Member 2‘\, _s
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