.

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoayxr: LleTpun® TabneTky, MOKPHITHIE INIEHOYHOH 06010yK0M, 10 MT

Market / PbiHOK : Russia / Pocens

Batch No. / . B2502751 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepuu

Analytical Report No./ . 2002FP25002298 Date of Analysis / 30-09-2025

AHaJINTHYECKHIT 0TUeT Ne JaTa aHanu3a

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa npoH3BOACTBA Toxen 1o

Mfg. License No. / MA number: /

IIponsBoacTeenHast : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PI'-RU)
Homep PY

JuneH3Hs Ne

Analysis performed according ND: / Auanus nuposeaex no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka U MaKeThl YTBepaieHbl: 17.02.2025

Result / Pe3yabTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrisle ABOSAKOBBIMYKIIbIE TabIECTKH,
TOKPBITHIE  IUICHOUHOH — 000704KOH
Oemoro Ipera, C PHCKOH I1a OXIOH
cTopoHe. Ha momiepeqHoM paspese —
sapo 6ernoro 1BeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrisle IBOSAKOBHITYKIbIE TaOIeTKH,
TIOKPBITEIE IUIEHOYHOH 000iIouKkoil Gesnoro
HJIH TIO"ITH 0eJloTo LBeTa, C pPHCKOI Ha OAHOI
cTopore. Ha nomepeqHoM paspe3e AApO OT
6enoro 1o modTy 6enoro uBeTa.

No Test / IToxa3aTenn
1 Description / Onncanue
2 Identification /
eaTuuUKanus
HPLC / BOXX

The Tetention 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

standardlreference 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. / Bpemsi yHepXWBaHWs OCHOBHOIO TMKa Ha
Bpems ynepKUBaHHA OCHOBHOTO TIHKa HaIXPOMaTOI‘paMMe HCIILITYEMOTO  PacTBOPa
XpOMarorpaMMe HCIBITYEMOTO PacTBOPANOIKHO COOTBETCTBOBATh BpeMeHH
COOTBETCTBYET BpEMEHHU ynepmmaﬁmﬁ;lnepmmam OCHOBHOTO IvKa  Ha
OCHOBHOTO [@MKa Ha XpOMAaTOrpaMMeXpoMaTorpaMMe — CTaHIApTHOTO  PacTBopa
CTAQHHAPTHOrO pAcTBOpa LETHPH3MHALETUPH3MHA THIPOXJIOpHAA (paznen
CUIPOXJIOPHAA. «KoImuecTBeHHOE OIPEe/IENICHUEY ).

Remarks : The Product confirms to ND/

[pumeyanue: IIpogykt cooTBeTCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

|
WMember

trojy Team
7

Prepared by / Checked by / Ilposepeno:  [|Checked by (AQA) / Approved by: Quality
[MoarorosneHo: D. Latha - Quality control- |{[TpoBepeno (AOK): Assurance/Authorized person /
Y. Venkateswara Rao - Team Member V. Prashanth - Quality Ono6peHo: ObecrnieueHne
Quality con Assurance- Team Member kayecTBa/OTBETCTBEHHOE JIULIO:

K .~

G. Sivaji- Qualjty Assurance- Team
Member ¢

Date /arta: 30-09-2025

Date /[Tara: 30-09-2025

T
Date /Hara: 30-09-2025

Date /[lata: 30-09-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Npoaykr: LerpuH® TabNeTKH, TOKPHITHIE INIEHOUHOH 060109K0M, 10 M

Market / Pbinok : Russia / Poccus

Batch No. / . B2502751 Batch Quantity / 955 KG /955 KT

Cepust Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25002298 Date of Analysis / 30-09-2025

AHanUTHYECKHIT oTueT Ne Jara ananmnsa

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa NpoN3BOACTBA T'ogen mo

Mfg. License No. / MA number: /

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

JiMneH3usi Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JIII-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapknpoBKa M MaKeThl YTBep:kaeHbl: 17.02.2025

- spectrophotometry /
@- criextpooTOMETpHA

Complies / CooTBETCTBYET

The UV-spectrum of the test solution and th
Cetirizine Hydrochloride reference standar
solution in the range 200 nm to 400 nm shoul
exhibit maxima absorbance at about the sam
wavelengths with an allowed variation of £2
nm. / V®-crieKTpsl NOTIOUIEHHS HCTIBITYEMOT
pacTBopa M  CTAHJAPTHOTO pac*raopg
LeTHpPH3MHA rHapoxiIopuaa B obnactu ot 200
no 400 HM JOMKHBI HMETh MAaKCHMYMBI
TIOTJIOLIEHUSt NPH OAHOH H TOH e JUINHE
BOJIHEI ¢ JIONTYCTHMBIM OTKJIOHEHHeM + 2 HM.

3 Water content /
ConepaixaHue BoIbI

3.4%/3,4%

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

4 Uniformity of dosage units /

Acceptance value (AV) should be not more
than 15.0 / Iokasatens npuemneMocts (AV

OIHOPOAHOCTH J03HPOBAHHBIX 55/55
eAHHNII ’ noykeH ObiTh He Oonee 15,0.
5 Dissolution / PacTBopenue Not less than 80% (Q) of the labeled amount
P

103%, 103%, 101%, 100%, 101%,

of C21HasCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He MeHee
80 % (Q) OT HOMHHANBHOTO COAEPIKAHUA

102%.

C21H25CIN203-2HCI (uetupnsrHa

IUTHApoXnopHa) Yepes 30 MMH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanne: [Ipoaykr coorsercryer Tpebosanuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / IIpoeepeno:  |[Checked by (AQA)/ Approved by: Quality
IToaroTosneHo: D. Latha - Quality control- ||I[TIpoeepeno (AOK): Assurance/Authorized person /
Y. Venkateswara Rao - Team Member V. Prashanth - Quality Onobpeno: ObecrieueHne
Quality controlxTeam Assurance- Team Member KayecTpa/OTBETCTBEHHOE JIHIO:
Member A \&';, G. Sivaji- Qualjty Assurance- Team

LK), Member 6%_—'

Date /[Jara: 30-09-2025 Date /[{aTa: 30-09-2025 Date /JTata: 30-09-2025 Date /[lata: 30-09-2025




Dr.Reddy’s ":‘

CEPTHO®HUKAT AHAJIU3A

CERTIFICATE OF ANALYSIS

Product: Cetrine film coated tablets, 10 mg
Ipoxyxr: etpuu® TabneTky, DOKPHITHE IWIEHOYHON 060104K0H, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2502751 Batch Quantity / 955 KG /955 KI"

Cepust No Pa3smep cepuu

Analytical Report No./ . 2002FP25002208 Date of Analysis / 30-09-2025

AHajuTnueckHii oryer Ne JlaTa aHa;imM3a

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JaTa npou3BoACTBA I'onen oo

Mifg. License No. / MA number: /

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

nuien3us Ne

Analysis performed according ND: / Auanus nposexen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThI YTBepxaeHbI: 17.02.2025

6 Impurities / IlpumMecu

Impurity A /
[Ipumecs A
[mpurity B /
[Ipumecs B
Impurity C /
[Tpumecs C
Impurity D /
[Ipumecs D
Impurity E /
[Ipumecs E
Impurity F /
[Ipumecs F

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) / Hmxe
UPEUEIA KONUUECTBEHHULY ULPEACICHI
(TTIKO = 0,010%)

INot detected / He o6HapyxeHa

Not detected / He o6HapyxeHa

0.04%/0,04%

Not more than 0.2 % / He 6omnee 0,2 %
Not more than 0.2 % / He 60omnee 0,2 %
Not more than 0.2 % / He 60omnee 0,2 %
Not more than 0.2 % / He 6o1ee 0,2 %
Not more than 0.2 % / He 6omee 0,2 %

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

Any individual unidentified
impurity / Jlro6as equHUYHAsA
HenaeHTH(UINPOBaHHAs IPUMECh

Total impurities /
CyMMa npuMecei

INot detected / He oOHapyxeHa

0.07% /0,07%

0.2%/0,2%

Not more than 0.2 % /
He Goxee 0,2 %

Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/

IMpumeuanne: [Ipoaykr coorsercrByet Tpebopanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IloaroToBieHO:
Y. Venkateswara Rao -

Quality contro]- Team
Member

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

Checked by (AQA)/
IMposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

- N

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyecHUe
kagecTBa/OTBETCTBEHHOE JIMIIO:

G. Sivaji- Quality Assurance- Team
Member (¢

Date /[Tata: 30-09-2025

Date /[laTa:

30-09-2025 "Date /IOara: 30-09-2025

Date /Mata: 30-09-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: Letpun® TabneTkH, NOKPLITLIE IICHOYHOH 0607104KO#H, 10 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . B2502751 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepHu

Analytical Repo:'t No. / . 2002FP25002298 Date of Analysis / 30-09-2025

AHaIUTHYECKHI 0TYeT Ne Jara ananusa

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa npoH3BOACTBA Tonex no

Mfg. License No. / .

IIpon3BoACTBEHHASA : 63/RR/AP/96/F/R MA number: / JITT-Ne(005456)-(PT"-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapxupoBKa H MaKeThl yrBepsaenbt: 17.02.2025

7 Assay / KonnyecTreennoe
onpeneseHne

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

Not less than 9.0 mg and not more than
11.0 mg C;1H,sCIN203-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 mMr oo
11,0 mr Cz;H,sCIN,05-2HCI (netnpusuna
nuruapoxiopuxn) B Tabnerke (ot 90,0 % mo
110,0 % 0T HOMMHAJIEHOTO COJEPKAHUA).

8 Subdivision of tablets /
Jlestenne Tab1eTOK

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. /
TabneTKH COOTBETCTBYIOT TPSOOBAHHAM, €CIIH
He Oosee 1 emMHMYHAs Macca OTKJIOHSETCA 3a
npeaenst 85%-115% ot cpenHei Macchl.
TabneTky He COOTBETCTBYIOT TPEOOBaHUAM,
ecny 6onee uem 1 HHOMBHIYa bHas Macca
OTKJIOHSETCA OT STHUX NPeIeNoB Wik, eclny 1
WHIKBKIYaJIbHAA Macca OTKIOHAETCA 33
npeaensi 75%-125% ot cpeaHeid MacChl

9 Microbiological purity* /
Mukpo6uoJiorunyeckas
gucToTa*®

a) Total aerobic microbial count /
O61uee YHCIIO0 a3pOOHBIX
MHKpPOOPTaHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanuam HJI

3axmouenue: OJIOBPEHO

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieueHue
kagecTBa/OTBETCTBEHHOE JIULIO:

G. Sivaji- Quality Assurance- Team
Member

Prepared by / Checked by / IIposepeno:  ||Checked by (AQA) /
[ToaroroeneHo: D. Latha - Quality control- |{[Iposepeno (AOK):

Y. Venkateswara Rao - Team Member V. Prashanth - Quality
Quality controlyTeam Assurance- Team Member
Member éz \éi;ﬂ' m

Date /JTara: 30-09-2025 Date /Jata: 30-09-2025 Date /Jlata: 30-09-2025

Date /[Tata: 30-09-2025




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: I{etpua® TaGneTKH, NOKPEITHE INIEHOYHOH 06010uk0#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2502751 Batch Quantity / 955 KG / 955 KT

Cepua Ne Pazmep cepun

Analytical Repo:‘t No./ . 2002FP25002298 Date of Analysis / 30-09-2025

AHanuTHYECKHH oTYeT No Jata ananau3sa

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa npou3BOACTBA T'ogen no

Mfg. License No. / MA number: /

Ipou3BoacTBEHHAsA : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT-RU)
Homep PY

JanneH3ns Ne

Analysis performed according ND: / Ananus nposegen no HJL: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa ¥ MaKeThbl yTBeprkaeHbr: 17.02.2025

b) Total combined yeasts and
mould count / Ob1ee yncIo
IIPOMOKEBBIX ¥ TUIECHEBEIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

INot more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in 1g/ OtcyTcTBUe B 1 1T

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blistcr. 3 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
MBX/TTJIBX//anioMuuueroM Oaucrepe.
[To 3 6rMcTepa BMECTE € THCTKOM-

BKI4/1LILIEM YITAKOBAHBI B IIAYKY
KapTOHHY10.

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

[To 10 TabneTok B
[IBX/TIABX//amomunnesoM 6nuctepe. ITo 2
unn 3 6iircTepa BMECTE C JINCTKOM-
BKAa/BIIIEM YIAKOBAHbI B NAYKy 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. / [[poBORMTCS IPOM3BOAUTENEM MPH BRIITCKe NEPHOAMHMECKH: A1 Kax o 20-ok cepuu
WK He MeHee 1 pasa B roj. [Tokasatens MoxeT ObITh He BIUIOYeH B CepTudUKAT aHAIM3a QUPMEL.

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTCTRYeT TpeboBanksaM HI

Prepared by /
[TonroTosneHo:
Y. Venkateswara Rao -

Quality contro]- Team
Member

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

y s

Checked by (AQA) /
ITposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

M0

Approved by: Quality
Assurance/Authorized person /
Ono6peno: ObecniedeHue
kauecTBa/OTBETCTBEHHOE JIMIO:

G. Sivaji- Quality Assurance- Team
Member ——TXA’E

Date /data: 30-09-2025

Date /[JaTa: 30-09-2025

i
Date /[Tata: 30-09-2025

Date /[Tara: 30-09-2025




CERTIFICATE OF ANALYSIS

Dr.Reddy’s “:‘

CEPTUDUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: HerpuH® TableTKH, HOKPHITHE IEHOYHOH 06010uKOH, 10 Mr

Market / PeiHok : Russia / Poccus

Batch No. / . B2502751 Batch Quantity / 955 KG / 955 KT

Cepns Ne Pa3mep cepuu

Analytical Repo:‘t No./ . 2002FP25002298 Date of Analysis / 30-09-2025

AHauTHYeCcKuii oTyeT No JlaTa ananusa

Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028

JlaTa mpoH3BoaACTBa TI'oneH no

Mfg. License No. / MA number: /

Ilpon3BoacTBEHHAs : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PT-RU)
Homep PY

JnneH3us Ne

Analysis performed according ND: / Anann3 nposener no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThI YTBepkaeHbl: 17.02.2025

API name / Haumenosanne AD®C:

Cetirizine dihydrochloride / [leTupu3nHa JUIEOpOXIOPH]

INN / MHH:

Cetirizine / IleTHpH3HH

Howmep cepuu cy6cTanunn npoussoautens I'JIP:

API manufacturer batch number / BT00-25030
Homep cepun nponseoautenss ADC:
FP Manufacturer API Batch number / FBSA00168

APl Manutactured by & country /
Hpounzsoantens ADC, crpana:

Glochem Industries Privaie Limited, India /
I'moxem Unnactpuec IpaitBut JInmuten, Manua

Name, address, authorization No for FP manufacturing
site / Control site / Release site / !
HaumeHoBaHue, aapec, JTULEH3UA NI
IpousBoacTBeHHas mnomanka / Ilnomanka KOHTPoOJIst
Kadecta / Ilnomaaka Beinycka

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). / TIpoussoAcTBeHHOE NopasaeneHue-1l,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynamim
Bumnamk, bauynamnu Manpan, Menuan Manakakrupu
Huctpuxt — 500090, wrar Tenanrana, Maansa (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 Manufacturing Practice of the Eurasian Economic Union is established».
3aKJIl0ueHNEe 0 COOTBETCTBHH: «HacTOAIMM s TOATBEPXKIAI0, UTO HPHBEASHHA B HHGOpMAIMA ABJIACTCA NOCTOBEPHOH U
TO'IHOH, DTa cepusa MPOAYKLHMH NpOH3BeNeHa (REIOYAS YINAKOBKY (MAPKHPOBKY) W KOWTPONR ¥AURCTRA) WA RWIITEYKARAHHAN
NpPOM3BOJICTBEHHO TUIOMaAKe (IUIOM@/Kax) B MIOJHOM COOTBETCTBHH ¢ TpeGoBaHMAMHU IIpaBun Hamexaleil NpON3BOICTBEHHOM
HpakTUKH EBpa3suiickoro 5KOHOMHYECKOTO COM3a M TPEOOBAHMAMH KOHTPONA KaueCTBa JIEKAPCTBCHHBIX CPENACTB, a TAKKE B
COOTBETCTBHH €O CElUPHUKAUMAMH, COIEPKAIIUMUCS B PETHCTPAlIOHHOM 0ChE CTPAHBI-MMIIOPTEPA. 3amicy 10 MPOU3BOACTBY,
YIaKOBKE ¥ aHAIM3y TPOBEPEHB!, U YCTAHOBICHO MX COOTBETCTBHE TpeGoBamHMAM IlpaBmi HajJiexauleil MpOM3BOACTBEHHON

npakTuky EBpasuifickoro 5kOHOMHYECKOTO COK3aY.

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoaykT cooTBeTCTIBYET TpebopanmsimM H]J

Conclusion : APPROVED /
3axsouenue: ONNIOBPEHO

Prepared by /
IToarorosneHo:
Y. Venkateswara Rao -

Quality controlq Team
Member

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

L

Checked by (AQA) /
IMporepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

1))

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: O6ecneueHyne
kauecTsa/OTBETCTBEHHOE NHUIIO:

G. Sivaji- Quality Assurance- Team
Member c_‘%‘:)_,

Date /[{ata: 30-09-2025

Date /Hata: 30-09-2025

Date /ITata: 30-09-202’5

Date /[Tata: 30-09-2025




