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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Lletpua® TabneTKH, HOKPHITHIE INIEHOYHOH 060m09Koit, 10 Mr

Market / Poivox : Russia / Poccus

Batch No. / . B2502755 Batch Quantity / 955 KG /955 KT

Cepust Ne Pa3mep cepuu

Analytical Repovrt No./ . 2002FP25002309 Date of Analysis / 30-09-2025

AHanmuTnyeckHii oTuer No Jdara ananusa

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

JlaTa npon3BOACTBA Togen go

Mfg. License No. / MA ber: /

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

JHueH3ua No

Analysis performed according ND: / Anann3s npoeeaen no HJI: JII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MakeThl YTBep:kIeHbI: 17.02.2025

Result / PesyabTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyriisle ABOAKOBBIMYKIBIE TaONETKH,
HURpBILBIL  ihuanuil  UG0IUURUIL
O6emoro 1BeTa, ¢ pPHUCKOI Ha OJHOH
cropoHe. Ha mnonmepeuHoM paspese —
Ampo Oenoro neera.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyriisile [IBOSKOBBIIYKNbIE TaONETKH,
HORPBITBIL TDICHOYHOH obonounoit Gororo
WK 0OYTH O€J0ro 1BETa, C pUCKOH Ha OTHOH
cropode. Ha momepeynoM paspese sapo or
Genoro o oyt 6enoro uBeTa.

Ne Test / Iloka3aTens
1 Description / Onucanne
2 [Identification /

NnenTugurxanus

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 standard

solution. / Bpems yznepXHUBaHHS OCHOBHOIO IIHMKAa Ha
BpeMmsi ynepxuBaHHsS OCHOBHOTO IIMKA HAXPOMAaTOrpaMMe  HCHBITYEMOTO  pacTBOpa
XpOMaTorpamMMe HCHBITYEMOT'O PacTBOPANOILKHO COOTBETCTBOBATh BpPEMEHH
COOTBETCTBYET BpEMEHH YAEPKUBaHUSYIECPKIBaHUA OCHOBHOI'O nika  Ha
OCHOBHOTO IIMKa Ha XpOMAaTOTPaMMEXpOMaTorpamMMe CTaHHApTHOIO  pacTBOpa
CTaHIAPTHOIO pacTBOpa LETHPU3UHALETUPUIHHA THAPOXJIOpHIA (paznen
TUAPOXJIOpHAA. «KoJM4ecTBeHHOE ONPEHENICHHEN).

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
reference standard solution (section "Assay").

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoaykt cooTBeTcTBYET TpeboBanmsam HJT

Conclusion : APPROVED /
3axnouenune: OAOBPEHO

Prepared by /
[loxaroToBaeHO:

Y. Venkateswara Rao -
1Qua1ity control- Team

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

Checked by (AQA) /
INposepeno (AOK):
V. Prashanth - Quality

S

\)

Assurance- Team Member

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

G. Sivaji- Quality Assurance- Team
Member =3

Member
)

Date /Iara: 30-09-2025

Date /[ara: 30-09-2025

Date /JlaTa: 3 b-ﬂ 9-2025

Date /[Tata: 30-09-2025




DI;. Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: IleTpuH® TabNeTKH, MOKPHITHIE IUIEHOYHOH 000n0ukoH, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2502755 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repo:‘t No. / . 2002FP25002309 Date of Analysis / 30-09-2025

Axaaurndecknii oruer Ne JlaTa anajaun3a

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

JlaTa npousBoacTBa I'opex go

Mfg. License No. / MA ber: /

IIpou3BoacTBeHHAsI : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)~(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Ananns nposenen mo H;: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka n MakeThl YTBepakaeHbl: 17.02.2025

UV- spectrophotometry /
@- cnekrpodoTOoMeTpHS

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
nn. / Y ®-crnekTpsl NOTIOMEHNS UCTIHITYEMOT0
pacTBOpa K CTaHIApTHOTO  pacrBopa
UeTUpH3HHA THApoXIopuaa B obmacty oT 200
no 400 HM JODKHBI HMMETH MaKCHUMYMB]
MOTJIOLIGHHA TIPU OOHOH M TOH Xe JUIMHE]
BOJIHBI C IOMYCTUMBIM OTKIOHEHHEM + 2 HM.

3 Water content /
Coaepsxanne BoAbI

3.0%/3,0%

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

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OIHOPOIHOCTH 103UPOBAHHBIX 4.6/4.6 than 15.0 / IMokasatens mpuemieMocTy (AV),
eAMHHUIL ’ nonxken 6uiTh He Gonee 15,0.

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

100%, 100%, 103%, 105%, 101%,

of C21H25CIN205-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
R0 % (QQ) OT HOMHHANEHOTO COACPKAHUA

Team Member

g

Y. Venkateswara Rao -
Quality control- Team
Member

103%.
C21H25CIN205-2HCI (ueTupuzHHa
nurpapoxsopun) Yepes 30 MHH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoxykr coorsercTByeT TpeboBanuam HJ{ 3axnwyenne: OJJOBPEHO
Prepared by / Checked by / ITpoBepeHo: |[Checked by (AQA)/ Approved by: Quality
[ToaroTosneHo: D. Latha - Quality control- |{[Iposepeno (AOK): Assurance/Authorized person /

V. Prashanth - Quality
Assurance- Team Member

el

Onobpeno: ObecnieicHAE
kayecTra/OTBETCTBEHHOE JIULO:

G. Sivaji- Quality Assurance- Team
Member -(*-%:’ﬁ/

Date /MTara: 30-09-2025 Date /JTata: 30-09-2025

Date /JaTa: 30-09-2025

Date /Jlata: 30-09-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

HpoaykT: LleTpua® TabneTKy, TOKPHITHIE ILIEHOYHOM 000J104K0H, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2502755 Batch Quantity / 955 KG / 955 KT

Cepus No Pa3mep cepun

Analytical Repo:‘t No./ . 2002FP25002309 Date of Analysis / 30-09-2025

AHaJANTHYECKHIi oTueT Ne Jara aHann3a

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

JlaTa nmpou3BOACTBA I'open oo

Mfg. License No. / MA number: /

TIpousBoacTBeHHAs! : 63/RR/AP/96/F/R namber: JITT-Ne(005456)-(PT-RU)
Homep PY

JuueHsns Ne

Analysis performed according ND: / Anann3 nposeaen no HJI: JIII-Ne(005456)-(PT"-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MaKeThbl YTBepaxaeHbl: 17.02.2025

6 Impurities / IIpumecn

Impurity A /
[Tpumecs A
Impurity B /
ITpumecs B
[mpurity C /
ITpumecs C
Impurity D /
[Mpumecs D
[mpurity E /
[Mprmecs E
Impurity F /
[Tpumecs F

\Any individual unidentified
impurity / JIro6as equHUYHAas
HeUTeHTU)UIHPOBAHHAS IPAMECH

Total impurities /
CymMma npumMeceit

Not detected / He oOHapyskeHa

npez[ena KOJIMYECTBCHHOI'O ONIpEEIICHNA
(TTKO = 0,010%)

Not detected / He o6Hapy»xeHa

Not detected / He oGHapy»xeHa

Not more than 0.2 % / e 6onee 0,2 %
Less than LOQ (LOQ = 0.010%) / Hinke [Not more than 0.2 % / ne 6onee 0,2 %
INot more than 0.2 % / ve 6onee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %

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

0.04%/0,04% INot more than 0.2 % / ue 6omnee 0,2 %
Not detected / He o6HapyxeHa
INot more than 0.2 % /
ge 6onee 0,2 %
0.06% /0,06%
INot more than 2.0% /
0.2%/0,2% He Gonee 2,0%

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanmaM HJL

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Prepared by /
IMoaroToBneHo:

Y. Venkateswara Rao -
Quality control- Team
Member

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

Checked by (AQA)/
[Tporepeno (AOK):
V. Prashanth - Quality

g Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecrneyerue
kauecTBa/OTBETCTBEHHOE JIULIO:

G. Sivaji- Quality Assurance- Team
Member '—g"’\',g

~

Date /JTata: 30-09-2025

Date /Jlara:

30-09-2025 Date /[lata: 30-09-2025

Date /[Tata: 30-09-2025




Dr. Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Mpoayxr: Ietpun® TabieTky, TOKPHITHIE INIEHOYHOH 060109K0#H, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2502755 Batch Quantity / 955 KG /955 KT

Cepusa Ne Pa3mep cepun

Analytical Repo‘}‘t No./ . 2002FP25002309 Date of Analysis / 30-09-2025

AHaInTHYeCKHii oTyeT No Jara ananmnza

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

JlaTa npou3BoacTBa Tonen o

Mfg. License No. / MA ber: /

TIpousBoacTBeHHAS : 63/RR/AP/96/F/R el JIT1-Ne(005456)-(PT-RU)
Homep PY

JIHeH3us Ne

Analysis performed according ND: / Ananu3s npoBeaeH o H/: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapknpoBKka u MaKeThl yTBepakaeHbl: 17.02.2025

7 Assay / KonnyecTBeHHOE
onpeneieHHe

9.83 mg /9,83 Mr
98.3% /98,3%

Not less than 9.0 mg and not more than
11.0 mg C,1H,5CIN,O;-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr mo
11,0 mMr C21H,5CIN20;-2HCI (neTupuszuna
imuruapoxnopux) B rabnerke (ot 90,0 % mo
110,0 % OT HOMHHATEHOTO COAEPKAHMA).

8 Subdivision of tablets /
Jenenue TabneTok

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 TPEOOBAHUSIM, €CIH
He 6onee 1 equHIIHAs Macca OTKIIOHAETCHA 3a
npenensl §5%-115% ot cpenHei Maccel.
TabneTkH He COOTBETCTBYIOT TpeOOBAHMSAM,
eciu bonee yeM 1 HHAMBUAYaJIbHAs Macca
OTKJIOHAETCS OT 3THX NPEIeNOB WIH, €CITH 1
MHAMBHIYaNbHaA Macca OTKJIOHAETCS 3a
npenessl 75%-125% oT cpenHeil Maccel.

9 Microbiological purity* /
MukpoGHnosiornueckast
qpucrToTa*

a) Total aerobic microbial count /
O0miee uncio a3pobHBIX
MHKPOOPTraHU3MOB

Not Applicable

Not more than 1000 CFU/g/
He 60s1ee 1000 KOE/r

Remarks : The Product confirms to ND/

Hpumeuanue: Ipogyxt cootBercTyet Tpebosannsam HJI

Conclusion : APPROVED /
Bakmouenue: OJIOBPEHO

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

L

Prepared by /
IToarotoBneHo:

Y. Venkateswara Rao -
Quality contﬁ- Team

Member

Checked by (AQA) / Approved by: Quality

[Tpoeepeno (AOK):
V. Prashanth - Quality
Assurance- Team Member

W)

Assurance/Authorized person /
Onobpeno: ObecnieueHue
kauecTBa/OTBETCTBEHHOE JINLIO:

G. Sivaji- Quality Assurance- Team
Member ¢

Date /J{ata: 30-09-2025 Date /[aTa: 30-09-2025

Date /ara: 30-09-2025

Date /Iara: 30-09-2025

L




Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJNU3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Ietpun® TabneTku, NOKPHITHIE IIEHOYHOH 000n0uk0ii, 10 Mr
Market / PoiHOK : Russia / Poccus
Batch No. / . B2502755 Batch Quantity / 955 KG /955 KT
Cepus Ne Pasmep cepum
Analytical Repo:'t No./ . 2002FP25002309 Date of Analysis / 30-09-2025
AHaNIuTHYeCKHii oTyeT No Jarta ananuza
Date of Manufacture / . 04-09-2025 Date of Expiry / 31-08-2028
JlaTa Npou3BOJCTBA TI'onen no
Mfg. License No. / MA ber: /
IIponsBoacTBeHHAst : 63/RR/AP/96/F/R et JITT-Ne(005456)-(PT"-RU)
Homep PY

JuneH3usa Ne
Analysis performed according ND: / Ananus nposegen no HJ: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBKa H MaKeThl YTBep:kaeHbl: 17.02.2025

) Total combined yeasts and Not Applicable Not more than 100 CFU/g /
mould count / O6mee gucno He Gonee 100 KOE/r
[IPOYKEBBIX M IUIECHEBEIX IPUGOB

Not Applicable

¢) E. coli

Shall be absent in 1g/ OtcyTcTBHE B 1 T

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 Tabnetok B
[MBX/TIABX//amoMuHIEBOM ONIHACTEPE.
[To 2 6nucTepa BMECTe C IUCTKOM-
BKJIANBIIIEM YNIAKOBAHBI B TAYKY

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

[To 10 TabneTOK B
TIBX/I1[1BX//amoMutueBoM 6mucrepe. [lo 2
uiH 3 6mucTepa BMeECTe C JTMCTKOM-

KapTOHHYIO. BKJIa[IbILIEM YIAKOBAHBI B MaYKy KAPTOHHYTO.

* 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 Tpou3BoOAMTENEM NPH BHIIyCKE NEPHOANIECKH: JUTA XKax ol 20-0i cepun
wiu He Meree 1 pasa B rox. ITokasaTens MOXeT ObITh He BKJO4eH B CepTUUKaT aHaTH3a GHPMEL

Conclusion : APPROVED /
3aknrouenue: OJOBPEHO

Approved by: Quality

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHmIM H]T

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

At

Prepared by /
IloarotoBieHo:

Y. Venkateswara Rao -
Quality conﬁ)l- Team

Member

Checked by (AQA) /
IMpoeepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

I we)

Assurance/Authorized person /
Onobpeno: ObecnedcHue
kauecTBa/OTBETCTBEHHOE JIUIIO:

G. Sivaji- Quality Assurance- Team

Member ¢~ Y7\ _

Date /[Tata: 30-09-2025 Date /[ata; 30-09-2025

Date /[Tara: 30-09-2025

Date /[Tata: 30-09-2025




Dn;. Reddy'’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

HponykT: Hetpua® TabneTy, NOKPHITHIE INIEHOYHOM 00onoukoi, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2502755 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25002309 Date of Analysis / 30-09-2025

AHajuTHyecKknif oT4eT Ne JlaTa aHa/M3a

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

JlaTa npon3BOACTBA Topen no

Mfg. License No. / MA number: /

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

JnueH3usa Ne

Analysis performed according ND: / Ananan3 npoBeaex mo HJI: JITT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapKkupoBKa n MakeThl yTBepakaensbl: 17.02.2025

API name / HaumenoBanune ADC:

Cetirizine dihydrochloride / LleTupH3uHa TUTHAPOXJIOPHA

INN / MHH:

Cetirizine / LleTupusug

Homep cepun cyocTanuuu npouspoautens I'JID:

API manufacturer batch number / BT00-25030
Homep cepun npouzBoautensi AQC: -
FP Manufacturer API Batch number / FBSA00168

API Manufactured by & country /
IMpouseoautean ADC, cTrpaHa:

Glochem Industries Private Limited, India /
I'noxem Unpactpuec IIpaisur Jlnmurten, Haous

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

HaumeHnoBanmue, afpec, JIMUEH3Ms 151
IIpousBoacTBeHHas nuomanka / Ilnomaaka KOHTPoas
xadectea / [Inomanka Boinycka

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). / TIpousBoacTBeHHOE TIoApasnencuue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynawiu
Bwutamk, bagynamim Mangan, Meauan Manakapkrupu
Huctpukt — 500090, wrrat Tenanrana, Maaus (JIuuensus 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».
3akiouyeHre 0 cOOTBeTCTBHMH: «HacTosAIyM g MOATBEpXkAat0, YTO NMPHUBEICHHas Bbile HHGOpMALHs ABIAECTCA JOCTOBEPHOH 1
TOYHON. DTa cepusa MPOAYKUHM TIPOM3BeleHa (BKIIOYAs YIAaKOBKY (MapKMpOBKY) M KOHTpOJIb KadecTBa) Ha BBINICYKA3aHHOH
NPOU3BOACTBEHHOM TUTOINaaKe (IUTONIaAKaX) B MONHOM COOTBETCTBUM ¢ TpeboBanuaMu IIpaBil Haanexalell Mpou3BOACTBEHHOM
npakTuki EBpasuicKoro SKOHOMMYECKOTO COF03a M TpeOGOBaHHSIMH KOHTPOJS KadecTBa JICKAPCTBEHHBIX CPENCTB, a4 TAKKe B
COOTBETCTBHH CO CTIEIMPUKAMAMH, CONEPKAIIMHUCA B PETHCTPALHOHHOM JOCHE CTPaHbI-MMIIOpTEpa. 3alKCH 10 IPOU3BOJCTRY,
YIIAKOBKE M aHaNu3y TNpPOBEPEHbl, W YCTAHOBJIEHO MX COOTBETCTBHE TpeOoBaHmsAM IlpaBml Haiexailel DpOU3BOACTBEHHOM
MpakTHKH EBpasnifckoro SKOHOMHUECKOTO COI03ay.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpogykT cooTBeTCcTBYET TpeboBaHusiM H]I

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[ToaroToBneHo:

Y. Venkateswara Rao -
Quality control- Team
Member

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

tr—

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

V. Prashanth - Quality
Assurance- Team Member

)

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecniedueHne
KauyecTBa/OTBETCTBEHHOE JIULIO:

G. Sivaji- Quality Assurance- Team
Member i

Date /Ilata: 30-09-2025

Date /[lata: 30-09-2025

Date /[lara: 30-09-2025

Date /[Tata: 30-09-2025




