Labeling and artworks approved: / MapkupoBka u MaKkeThl YTBepkaeHbl: 17.02.2025

: ) Qe
Dr.Reddv’ ‘00 CERTIFICATE OF ANALYSIS

rkeddys '\e CEPTUOUKAT AHAJIW3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: LleTpus® TabneTky, MOKPHITHIEC UIEHOYHOH 060mo4koii, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2502753 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25002312 Date of Analysis / 30-09-2025

AHaJHTHYeCKHii 0TYeT No Jara anaju3za

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa npou3BoacTBA T'ogen no

Mfg. License No. / MA number: /

IIpon3BoacTBEHHAS : 63/RR/AP/96/F/R ’ JII-Ne(005456)-(PT-RU)

Homep PY
annensus Ne
Analysis performed according ND: / Ananus uposenen no HI: JIII-Ne(005456)-(PI'-RU)-150524

Result / Pe3yabTaTsl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrmneie IBOSKOBBIMYKIBIE TabNeTKH,
MOKPBITEIE  IUIEHOYHO#H  00070YKOH
Gemoro 1mBeTa, ¢ PHUCKON Ha OAHOMH
cropone. Ha momepedHoM pazpese —
sipo 6eToro LBeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrnele HBOSKOBBIIYKIIBIE TaOIeTKH,
MOKPHITEIE IUIGHOYHOH 000m09koii 6eyoro
I noutH 6enoro 1BeTa, ¢ pUCKOH Ha OAHOH
cTopoHe. Ha monepedHoM paspeze sapo OT
Genoro Ao no4yTtH 6eoro UBeTa.

Ne Test / Iloxa3zaTenn
1 Description / Onncanne
2 Identification /

NaenTnduxkauns

HPLC / BOXX

The retention time of the main peak in the
chromatogram of test solution comply
with the retention time of the main peak
in the chromatogram of Cetirizine
Hydrochloride  reference
solution. /

standardreference standard solution (section "Assay").

The retention time of the main peak in the
chromatogram of test solution should comply|
with the retention time of the main peak in the|
chromatogram of Cetirizine Hydrochloride

BpCMH YOCpKHUBaHWA OCHOBHOIO IIMKa Ha

XpOMAaTOrpaMMe HCIIBITYEMOTO pacTBOp
COOTBETCTBYET BPEMEHM YIEp)KUBaHHA
OCHOBHOI'O IHK2 Ha XpOMaTorpamMe]
CTaHFApTHOTO PpacTBOpa
L MAPOAIOPHUA.

BpeMx YAEpKUBaHWA OCHOBHOTO IMTUKA H:':pOMaTOI'paMMC

LETAPU3HHAUCTUPUIUHA

HCTIBITYEMOTO  PacTBOpa
COOTBETCTBOBATH BpEMEHH
OCHOBHOT'O niKa Ha|

CTaHAapTHOTO  pacTBoOpa
THUIPOXJIOPUAA (pazzen
«KONMrIecTBEHHOE OTIPEIETEHIIC) ).

OJDKHO
y IepKUBAHUA
XpoMaTorpaMme

Remarks : The Product confirms to ND/

[Ipumeuanue: IIponykT cooTBeTcTBYET TpeboBaHmsM HJ|

Conclusion : APPROVED /
3axnwyenne: OJJOBPEHO

Prepared by / Checked by / IIpoBepeHo: | Checked by (AQA)/ Approved by: Quality

INoaroroeieHo: D. Latha - Quality control- [|[TposepeHo (AOK): Assurance/Authorized person /

Y. Venkateswara Rao - Team Member V. Prashanth - Quality Onobpeno: ObecrieucHue

Quality control- Jeam Assurance- Team Member kauecTsa/OTBETCTBEHHOE JIUIIO:

Member 5& L‘&éf’ G. Sivaji- Quality Assurance- Team
ID&UD Member

Date /Ilata: 30-09-2025 Date //Tata: 30-09-2025 Date /JTata: 30-09-2025 Date /[{ata: 30-09-2025




i ' Qe
‘s Q® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘.‘ CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykr: Lletpun® TabieTKH, NOKPHITHIE INIEHOYHOH 060104K0H, 10 MP

Market / PoIHOK : Russia / Poccus

Batch No. / . B2502753 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pazmep cepun

Analytical Report No. / . 2002FP25002312 Date of Analysis / 30-09-2025

AHanuTHuecKHii oTueT No Harta ananusa

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JdaTta npou3BOACTBa T'open no

Mfg. License No. / MA ber: /

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

nuuensts Ne

Analysis performed according ND: / Ananus nposegen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkHpoBKa M MaKeThl YTBep#aeHsl: 17.02.2025

UV- spectrophotometry /
'Y ®- cniekTpooTOMETpHA

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
exhibil maxima absotbance at about (he same
wavelongtho with an allowed variation of &2
nm. / V®-CeKTpsl MOTIOMIEHHA HCIBITYEMOT0
pacTBOpa M CTaHAAPTHOTO  pacTBOpa
LETHPH3HHA THAPOXJIOpUAa B obnacTty ot 200
mo 400 HM [OOMKHBL HMETh MaKCHMYME
MOTJIOIEHHsT TIPM ONHOM W TOH Xe UIMHE
BOJTHBI C JIOTYCTAMBIM OTKJIOHEHHEM * 2 HM.

3 Water content /

Not more than 8.0% /

CoaepxaHue BOIbI 2.7%/2,7% He 6oitee 8,0 %

4 Uniformity of dosage units / |Acceptance value (AV) should be not more
OaHOPOAHOCTH 103HPOBAHHBIX 36/3.6 than 15.0 / ITokasatens npuemneMoctd (AV)
eMHHHL ’ inomieH OITh He Bonee 15,0.

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

101%, 101%, 101%, 104%, 102%,

of C21H2sCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) 0T HOMUHAIBHOT'O COAEPKAHHA

Y. Venkateswara Rao -
Quality control[f\Team

Member

102%.
C21H25CIN,O3-2HCI (ueTupusuHa
nuruapoxnopun) depes 30 MuH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIponyxT cooTBeTcTBYET TpeboBanmaM HJI 3akmoyenne: OJOBPEHO
Prepared by / Checked by / IIposepeno:  ||Checked by (AQA) / Approved by: Quality
[MoarororneHo: D. Latha - Quality control- ||{[Iposepeno (AOK): Assurance/Authorized person /

Team Member V. Prashanth - Quality

e

e

Assurance- Team Member

Ono6peno: ObecriedeHne
kagecTBa/OTBETCTBEHHOE JIMIIO:

G. Sivaji- Quality Assurance- Team
Member ?—gﬂ_/

Date /Tata: 30-09-2025

Date /Jlata: 30-09-2025

Date /ITarta: 30-0 9-5025

Date /JJata: 30-09-2025




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIA3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: IeTpyH® TabNeTKH, TOKPHITEIE IIEHOTHOM 0605109K0#, 10 Mr

Market / Poinok : Russia / Poccua

Batch No. / . B2502753 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3smep cepun

Analytical Repo‘f't No. / . 2002FP25002312 Date of Analysis / 30-09-2025

AHanuTH4Yeckuii oTuer No Jara anannsza

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JaTa npou3BoacTBa I'open oo

Mfg. License No. / MA ber: /

IIpousBoacTBEeHHAS : 63/RR/AP/96/F/R e JIIT-Ne(005456)-(PT"-RU)
Homep PY

JHueH3us Ne

Analysis performed according ND: / Asasus npoeeaes no HI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa 4 MaKeTbl yrBepxKaeHsi: 17.02.2025

6 Impurities / IIpumecn
Impurity A /
Mpumecs A
[mpurity B /
ITpumecs B
Impurity C /
IMpumecs C
Impurity D /
[Tpumecs D
Impurity E /
[Mpumecs E
[mpurity F /
[Mpumeck F

Any individual unidentified
impurity / Jlro6as equHM4Has
HeHieHTHOUIUPOBaHHAS IPUMECH

Total impuritise /
CymMa IpuMeceit

Not detected / He obHapyxeHa

Less than LOQ (LOQ = 0.010%) / Huxe
npeaena KoMMIeCTReHHOTO ONpeeNeHIs
(JIKO = 0,010%)

Below Limit of Detection (LOD =
0.006%) /"Hxe nipenena oOHapyKeHUS
(I10 = 0,006%)

Not detected / He obHapyxeHa
0.04%/0,04%

Not detected / He o6Hapy»xeHa

0.08% /0,08%

0.2% /0,2%

Not more than 0.2 % / ne Gonee 0,2 %
Not more than 0.2 % / "e 6oee 0,2 %
INot more than 0.2 % / ne 6o1ee 0,2 %
INot more than 0.2 % / He 60oJiee 0,% %
Not more than 0.2 % / ue 6omnee 0,2 %
Not more than 0.2 % / ne 6omee 0,2 %

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

Mot moro than 2.096 /
He 6onee 2,0%

Remarks : The Product confirms to ND/

Ilpumeuanue: IIpogykT cooTBeTcTBYET TpeboBarmsM HJ

Conclusion : APPROVED /
3axmoyenne: ONOBPEHO

Quality control- Team
Member

Prepared by / Checked by / IIpoeepeno:  ||Checked by (AQA) /
IToaroTorneHo: D. Latha - Quality control- |{[Tposepero (AOK):
Y. Venkateswara Rao - Team Member V. Prashanth - Quality

K- )

TN

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Opnobpeno: Obecniedenne
kauecTBa/OTBETCTBEHHOE JIMLIO:

Member ¢

Date /JTata: 30-09-2025

Date /Jara:

30-09-2025 Date /[ata: 30-09-2

25

Date /Jlata: 30-09-2025

G. Sivaji- Quality Assurance- Team




CERTIFICATE OF ANALYSIS

Dr. Reddy’s ":‘

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

poaykr: LetpuH® TabneTkH, MOKPLITHIE INICHOYHOH 000104K0H, 10 Mr

Market / PeiHok : Russia / Poccus

Batch No. / . B2502753 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repo“rt No./ . 2002FP25002312 Date of Analysis / 30-09-2025

AHaJTUTHYECKHIA oTYeT Ne JlaTa ananusa

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa mpoH3BOACTBA T'open oo

Mfg. License No. / MA ber: /

TIpon3BoaCTBeHHAs : 63/RR/AP/96/F/R el JITT-Ne(005456)-(PT-RU)
Homep PY

Juuensnss Ne

Analysis performed according ND: / Auanu3 npoeenen no HJI: JITI-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkHpoBKa H MaKeThbl yrBepaaenbl: 17.02.2025

7 Assay / KosindecTrBeHHO€
onpeaesieHHE

9.94 mg /9,94 wr
99.4% / 99,4%

INot less than 9.0 mg and not more than
11.0 mg C1H2sCIN,O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr K0
11,0 mr C;1H,5CIN2O3-2HCI (uerupuzuna
jnuruapoxiopun) B Tabnetke (ot 90,0 % mo
110,0 % OT HOMMHAJIBHOTO COIEPXKAHHU).

8 Subdivision of tablets /
Jenenue TabaeToK

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. /
TabneTkn COOTBETCTBYIOT TpeOOBaHMAM, ECIIH
He 6ojiee 1 emMHMYIHAs Macca OTKJIOHAETCH 3a
npeaenst 85%-115% oT cpeaHel Macchl
TabneTku He COOTBETCTBYIOT TPSOOBaHMAM,
ecny Oornee yeM | HHAUBUIYallbHAsA Macca
OTKJIOHAETCS OT 3THX NPEEIIOB WK, eciiy |
UHIHBHAYATbHAA Macca OTIJIOHAETCH 3a
npenenst 75%-125% ot cpenueii Macchl.

9 Microbiological purity* /
Muxpo6uonoruyeckas
uncrora*®

a) Total aerobic microbial count /
Obmee 9ucio a3poOHBIX
MUKPOOPTaHU3MOB

Not Applicable

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

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoxyxt coorBeTcTBYET TpebopanmaM HJI

Conclusion : APPROVED /
3axnwyenne: OJJOBPEHO

Prepared by / Checked by / IIpoBepeHo: "Checked by (AQA)/ Approved by: Quality

[ToaroToBneHo: D. Latha - Quality control- [|[TpoBepero (AOK): Assurance/Authorized person /

Y. Venkateswara Rao - Team Member V. Prashanth - Quality Ono6peno: ObecrieyeHue

Quality control- Team Assurance- Team Member kayecTBa/OTBETCTBEHHOE JIHIIO:

Member & ; 0 G. Sivaji- Quality Assurance- Team
Member ¢ S\

Date /ara: 30-09-2025 Date /Tara: 30-09-2025 Date /[{aTa: 30-09-2025 Date /{ara: 30-09-2025




Dr. Reddy’s Q‘J..'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykt: Lletpuu® tabneTku, MOKphIThiE INIeHOYHOH 000no4koii, 10 Mr

Market / PriHoK : Russia / Poccus

Batch No. / . B2502753 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepuu

Analytical Repo:'t No. / . 2002FP25002312 Date of Analysis / 30-09-2025

AHayiuTHYecKHii oTyeT Ne JlaTa anausa

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa npoH3BOACTBA T'onex xo

Mfg. License No. / MA ber: /

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

JIHUeH3us1 Ne

Analysis performed according ND: / Asaau3s nposenen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa 1 MakeThl YrBepaxaensi: 17.02.2025

c) E. coli

b) Total combined yeasts and Not Applicable Not more than 100 CFU/g /
mould count / O6mee yucmo He Gonee 100 KOE/r
INPOMOKEBBIX U TUIECHEBEIX TPHOOB

Not Applicable

Shall be absent in 1g / OtcyrcTBHe B 1 r

10 Package / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 TabneTox B
[IBX/TIABX//amoMuHueBOM ONUCTEDE.
[To 3 6nucTepa BMeCTe € TUCTKOM-

BKIABILIEM YIAKOBAHEI B MAYKy
KapTOHHYIO.

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

[To 10 TabneTok B
IBX/IIABX//amoMunameBoM Giuctepe. 1o 2
i 3 6muctepa BMecTe & TUCTKOM-
BKJTafbIIIEM YITaKOBaHbI B MAYKy KapTOHHYIO.

* 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. / [IpoBoauTCS TIPON3BOUTENICM NPHU BBITYCKE MEPHOTMYECKH: AN Kaxaoi 20-0i cepun
wnv He MeHee | pasa B rog. ITokazaTens MoxeT ObITh He BKIIoYeH B CepTH(HKAT aHATN3a GUPMBL

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: Ilpoaykt coorBeTcTBYET TpeOoBanuaM HJI

3akmouenne: OJOBPEHO

Prepared by /
[ToaroroBieHo:
Y. Venkateswara Rao -

Quality control- Team
Member

Checked by / IIposepeHo:
D. Latha - Quality control-
Team Member

s

Checked by (AQA) /
[Tpoeepeno (AOK):

||V. Prashanth - Quality
Assurance- Team Member

lmo

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecniedecHue
kauecTBa/OTBETCTBEHHOE JIMLIO:
G. Sivaji- Quality Assurance- Team
Member ¢

S—

Date /ara: 30-09-2025

Date //TaTa: 30-09-2025

Date /JlaTa: 30-09-&025

Date /ata: 30-09-2025




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":'

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Iponykr: Lletpuu® TabneTky, HOKPHITHIE IWICHOYHOH 060J109K0M, 10 Mr

Market / Puinok : Russia / Poccug

LY : B2502753 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repourt No. / . 2002FP25002312 Date of Analysis / 30-09-2025

AHanuTHYeCcKHii oTyeT Ne JarTa ananmusa

Date of Manufacture / . 08-09-2025 Date of Expiry / 31-08-2028

JlaTa npoHU3BOACTBA T'oaen no

Mfg. License No. / MA number: /

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

JMieH3Hsa Ne

Analysis performed according ND: / Anasns nposenen no HJ: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThl yTBepxaeHbl: 17.02.2025

API name / Haumenopanne AOC:

Cetirizine dihydrochloride / IleTupu3yHa JUIrBIPOXIOPHL

INN / MHH:

Cetirizine / eTupusux

Homep cepuu cyocTaHunu npoussoaures IJID:

API manufacturer batch number / BT00-25031
Howmep cepun npouszBogutens AD®C: :
I Manufacturcr A’ Batch numbcr / FBSA00169

API Manufactured by & country /
IlIpouzsoautens ADC, cTrpana:

Glochem Industries Private Limited, India /
Tnoxem Unnactpuec IlpaitBut Jlumuten, Manus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaumeHoBaHue, aapec, TUIEH3US 151
IIpon3eoacTeeHnas nuomanaka / Ilnomaaka KOHTpPOJIs
kadectna / Ilnomaaka Beinmycka

Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / IIpou3BoACTBEHHOE NOApa3aencHue-II,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 n 83, bauynanmum
Bunnamk, bagynamwiu Maunan, Memxdan Manakaxxrupu
JTuctpukt — 500090, witat Tenanrada, Maaus (JInuensus 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 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 Manufaoturing Practice of the Eurasian Economic Union ie establiched».
3akniouenne o0 cooTBeTcTBHHA: «HACTOANMM 5 MOATBEPIXKAAI0, 4TO NMPUBEJCHHAA BhIlNe MH(bOPMAIMs ABJAETCA NOCTOBEPHOH U
TOYHOH. DTa cepHs MPOAYKIHHA IPOM3BENEHA (BKIIOYAs YMAKOBKY (MapKHPOBKY) M KOHTpOIb KauecTBa) Ha BHILICYKa3aHHON
HpOU3BOACTBEHHON ITomanke (IIOLIAAKAX) B IIOJHOM COOTBETCTBUH ¢ TpeGoBaHUAMY IIpaBmin Hajjiexxameil mpou3BOACTBEHHON
TPaKTUKH EBpasuiickoro 3KOHOMHYECKOrO0 COKH3a M TPeOOBAHMAMH KOHTPONS KayeCTBa JEKAPCTBEHHBIX CPEJCTB, & TAKKE B
COOTBETCTBHH CO CHENU(DUKAIMAMH, COAEPKAIIMMUCS B PETHCTPALOHHOM JIOCHE CTPAHBI-MMIIOPTEpa. 3allCH O POU3BOJCTBY,
yIaKOBKE M AHANM3Y MPOBEPEHb, ¥ YCTAHOBIEHO MX COOTBETCTBUE TpeOoBaHWAM IIpaBWI HajuleXkalleH MPOM3BOACTBEHHO

TIpakTUKH EBpasuiickoro 3KOHOMHUYECKOIO COH3ay.

Remarks : The Product confirms to ND/
Ipumeyanue: [IpoaykT cooTBeTCTBYET TpeOoBarmaM H/J

Conclusion : APPROVED /
3axmouenne: OIOBPEHO

Prepared by /
[MoaroTosneHo:
Y. Venkateswara Rao -

Quality control- Team
Member

Checked by / TIposepeHo:
D. Latha - Quality control-
Team Member

Checked by (AQA) /
INposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

1Dl

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecnieuenue
kavecTBa/OTBETCTBEHHOE JIUIIO:

G. Sivaji- Quality Assurance- Team
Member T%_,

Date /JTata: 30-09-2025

Date /I1ata: 30-09-2025

Date /Tata: 30-09-2025

Date /[Tara: 30-09-2025







