Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Letpun® TabneTky, MOKpPLITHIE MIEHOYHOM 060J10uKoi, 10 Mr

Market / PoiHoK : Russia / Poccus

BatcInNo : B2500486 Batch Quantity/ . 955G/ 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000481 Date of Analysis / 28-02-2025

AHaauTHYeckHit oTyeT Ne JaTta ananuza

Date of Manufacture / . 14-02-2025 Date of Expiry / . 31-01-2028

JlaTa mMpoH3BOACTBA T'open g0

Mfg. License No. / MA number: /

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

JauneH3usa Ne

Analysis performed according ND / Anaans nposeaen mo HJ: JITI-Ne(005456)-(PT-RU)-150524

\Ne 'Test / IlokasaTenn Result / PesyabTaThl Specification / Hopma
1 Description / Onucanue White coloured,. round, biconvex filmWhite or off white coloured, round, biconvex
coated tablet with a breakline on one side./film coated tablet with a breakline on one side.
White core on cross section. / KpyrasieWhite to off-white core on cross section.

IBOSIKOBBIMYKIEIE TaOJIETKH, noprrmeif(pymme JBOSKOBBIMTYKJTBIE TabyeTky,
[UIEHOYHO¥ 060s04uKkoii Oenoro 1Bera, CHOKPEITHE INIEHOYHOH 000/104K0# Genoro uay
puckoM Ha oAHOH cTopoHe. Hamoutu Gemoro nBera, ¢ PUCKOM Ha OAHOMN
morepedHoM paspese — sapo Oenorocropore. Ha nomepeunoM paspese sapo of
LIBETA. Genoro mo mourw Georo LBeTa.

2 Identification / The retention time of the main peak in the{The retention time of the main peak in the
MpenTnduxanus chromatogram of test solution complychromatogram of test solution should comply
with the retention time of the main peakiwith the retention time of the main peak in the
HPLC / BOXX in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride  reference  standardreference standard solution (section "Assay").

solution. / Bpems ynmepxuBaHUS OCHOBHOIO IMHKa Ha
BpeMs ynep>KuBaHHs OCHOBHOTO ITHKa HAXPOMaTOrpaMME  HMCIIBITYEMOI0  PacTBOP

XpOMaTorpaMMe HCIBITYEMOro pPacTBOPaIOIKHO COOTBETCTBOBATh BpEMEHH
COOTBETCTBYET BPEMEHH YAep:KUBaHHAYAEPKUBAHHSA OCHOBHOI'O IIHKa Ha
OCHOBHOTO INHMKa Ha XpOMaTOrpaMMeXpoMaTorpaMMe  CTaHAApTHOTO  PAacTBOp

CTaHOAPTHOTO PacTBOPa  LIETHPU3HHALIETHPU3HMHA THOPOXJIOpHIA (paznen
rHAPOXJIOPHIA. «KanuuecTrenHOR OTIpeleneHe»).

=

Remarks: The Product confirms to ND/ Conclusion: APPROVED/ °
Hpumeuanne: IIpoaykt cootBercTByeT TpeboBanusm HJT 3akaovenne: OJJOBPEHO

Prepared by / ITonrorosneHo: Checked by / IIporepeno: Approved by: Manager/Executive /
D.Latha- Quality control- Team | KVV.Satyanarayana - Quality control- | Omo6peno: Menemxep / PykosomuTens

Member Team Member V. Prashanth - Quality Assurance- Tsa.m\
L%L‘ Member Wp

Print Date /J{arta: 28-02-2025 Print Date /Tara: 28-02-2025 Print Date /[lata: 28-02-2025




o ..
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

ITpoayxr: LleTpH® TabneTky, HOKPHITHIE IICHOYHOM 060J104K0#, 10 MT

Market / Puinok : Russia / Poccust

Batch No. / . B2500486 Batch Quantity / 955 KG / 955 KT
Cepust Ne Pasmep cepun
Analytical Repo“rt No. / 2002FP25000481 Date of Analysis / 28-02-2025
AHaXMTHYECKHIi oTyeT Ne JlaTa aHanH3a
Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028
aTa NPOM3BOACTBA Togen no
Mfg. License No. / MA ber: /
IponsBoCTBeHHAsT : 63/RR/AP/96/F/R fumber: JITI-Ne(005456)-(PT-RU)
Homep PY
JHIeH3us Ne

Analysis performed according ND / Anaan3 nposenen mo HJI; JITI-Ne(005456)-(PI'-RU)-150524

Ne Test / IloxazaTenn

Result / Pe3yabTaTsl

Specification / Hopma

UV- spectrophotometry /
'V ®- ciektpodoTomeTpus

Complies / CooTBeTcTBYyeT

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 ®-CreKTpsI MOTJIOMEHHs UCTIBITYEMOTQ
pacTBopa M CTaHOAPTHOIO  pacTBoOpa
LETHPU3UHA THAPOXJIOpHaa B obnacty ot 200
ro 400 HM JOKHBI HMETh MAaKCHUMYMBI
I

OIJIOLWIEHUs TP ONHOM W TOHM JXe IUIMHE,
BOJIHBI C JOMYCTUMBIM OTKIIOHEHHEM + 2 HM.

'Water content/
Copepxanue BOAbI

3.1% wiw/3,1%

INot more than 8.0% /
IHe 6onee 8,0 %

Uniformity of dosage units /

CAHMHHIL

OIIHOPOJIHOCTL AO3HPOBAHHBIX

35735

Acceptance value (AV) should be not more
than 15.0 / Tlokasarens npuemnemoctd (AV)
inomxeH ObiTh He Gonee 15,0.

Dissolution / PacTBopenue

101%,105%,97%, 99%,97%, 102%

ot less than 80% (Q) of the labeled amount
of C21H25CIN20O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIBHOTO COAEPIKAHUA
C21H25sCIN203-2HCI (uetupusuna
AUrHapoxsopun) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBercTByeT TpeboBanusam HJI

Conclusion: APPROVED /
3akaouenne: OJJOBPEHO

Prepared by / ITonrotoenexo:
D.Latha- Quality control- Team

Member l EZ

Checked by / TIpoBepeHo:
KVV.Satyanarayana - Quality control-
Team Member

Approved by: Manager/Executive /
Onob6peHo: MeHemxkep / PykoBomurenb

V. Prashanth - Quality Assurance- Team
Member [OWL?

Print Date /Jlata: 28-02-2025

Print Date /JTata: 28-02-2025

Print Date /TaTa: 28-02-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Hpoayxr: LletpuH® TabneTKu, NOKPHITHIE TNICHOYHOH 0607104K0i, 10 Mr
Market / PeiHok : Russia / Poccus
Batch No. / . B2500486 Batch Quantity / 955 KG / 955 KI"
Cepusa Ne Pa3mep cepun
Analytical Repovrt No./ . 2002FP25000481 Date of Analysis / 28-02-2025
AnaguTH4YeckHil oTdeT No Jarta aHanu3a
Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028
JaTa npousBoacTBa T'onen no
Mfg. License No. / MA number: /
IIponsBoacTeeHHass : 63/RR/AP/96/F/R R JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3Hs Ne
Analysis performed according ND / Auanuz nposeaen no H/: JIII-Ne(005456)-(PT-RU)-150524

Test / Iloxa3zaTenn

B

Result / PesyJbTaThl

Specification / Hopma

6 Impurities / llpumecn
Impurity A /
[Mpumece A
Impurity B /
[Tpumecr B
Impurity C /
ITpumecs C
Impurity D /
TIpumecs D
Impurity E /
TIpumecs E
Impurity F /
ITpumecs F

Any individual unidentified
impurity / Jlto6as enuHUYHAs
HeuaeHTU)UUHpOBaHHAS IPUMECh

Total impurities /
CymMma mpumecei

Less than Limit of Detection (LOD =
0.005%) / Hixe npenena oOHapyXeHHs
10 = 0,005%)

Less than LOQ (LOQ = 0.010%) / Hrxe
npeena KOMMYECTBEHHOTO ONpe/aeneHus
(TTKO = 0,010%)

0.02% / 0,02%

Not detected / He o6Hapy:keHa

Less than LOQ (LOQ = 0.023%) / Huxe
npeena KOJMYECTBEHHOTO ONpeieNneHus
(ITKO = 0,023%)

Less than Limit of Detection (LOD =
0.015%) / Hiwke npenena o6HapyKeHHT

(IT0 = 0,015%

Less than LOQ (LOQ = 0.05%) / Huxe
npenena KOJIMYECTEEHHOTO ONPEAeNeHIs
(ITKO = 0,05%)

INot detected / He oOHapy»xeHa

INot more than 0.2 % / ne 6onee 0,2 %
INot more than 0.2 % / e 6onee 0,2 %
Not more than 0.2 % / e 6onee 0,2 %
Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / ue 6osee 0,2 %
Not more than 0.2 % / e Goee 0,2 %

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

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

Assay / KonnuecTBeHHO®
onpeaesicHHe

10.06 mg/ 10,06 Mr
100.6% / 100,6%

Not less than 9.0 mg and not more than
11.0 mg Co; HasCIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
iand 110,0 % of label claim)./ Ot 9,0 Mr no
11,0 mMr Cz1H25CIN205-2HCI (ueTHprsnna

lnuruapoxsiopun) B Tabaerke (or 90,0 % mo

Remarks: The Product confirms to ND/
Ipumeuanne: IIpoaykT coorBercTRyeT Tpebopanusm HJJ

Conclusion;: APPROVED /
3axmiouenne: OJJOBPEHO

Prepared by / IToaroroeneHo:
D.Latha- Quality control- Team

Member g

Checked by / ITpoeepeHo:
KVYV.Satyanarayana - Quality control-
Team Member

V.

Member

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / PykoBoauteins

Prashanth - Quality Assurance- Team

Uk

Print Date /Jlata: 28-02-2025

Print Date /JJata: 28-02-2025

Print Date /Iara: 28-02-2025




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHU®HUKAT AHAJW3A

Product: Cetrine film coated tablets, 10 mg
Hpoayker: Ietpru® TabeTkH, MOKPHITHE MICHOYHO 0600uKoi, 10 Mr

Market / Poinox : Russia / Poccus

BatchiN ) : B2500486 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No. / . 2002FP25000481 Date of Analysis / 28-02-2025

AHaguTH4YecKHil oT4yeT No Jarta ananusa

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JlaTa mpousBoacTBa Toxen oo

Mfg. License No. / MA ber: /

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

JHueH3us Ne

Analysis performed according ND / Auanu3 nposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Test / Iloxazarenan

Result / Pe3yabTaThl

Specification / Hopma

110,0 % OT HOMHHANIEHOTO COXEPIKAHHU).

8 Subdivision of tablets /
Mlenenue TafneTnr

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. /
TabneTku COOTBETCTBYIOT TpEOOBAHHUSIM, €CIH
ye Oonee 1 eqMHUYHAS Macca OTKIJIOHAETCS 3a
npenensl 85%-115% o1 cpeaHei Maccel.
TabneTky He COOTBETCTBYIOT TPEOOBAHMAM,
eciu 6oJiee yeM | HHOUBUAYaNBHAsA Macca
OTKJIOHAETCS OT 3THX NPEAeNoB Wi, eciu 1
HHOMBUAYAIbHAA Macca OTKIOHAETCA 33
npenenst 75%-125% ot cpenHeH MaccElL.

9 Microbiological purity* /
Muxpo6unoJsioruyeckas
yHcToTa*

OOb1wee yncio a3pobHBIX
MHKpPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6wiee uncio

c) E. coli

a) Total aerobic microbial count /

IPOXOKEBEIX U INIECHEBEIX IPHOOB

Not Applicable

Not Applicable

Not Applicable

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

Not more than 100 CFU/g /
He Gonee 100 KOE/T

Shall be absent in 1g/ OtcytctBUe B 1 T

Remarks: The Product confirms to ND/
Ipumeuanne: ITpooykT coorBeTcTBYET TpeboBanuaM HJI

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / TloaroroeneHo:
D.Latha- Quality control- Team

Member \ @

Checked by / IlpoeepeHo:
KVYV.Satyanarayana - Quality control-

Team Member e

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoromurtens
V. Prashanth - Quality Assurance- Team

Member mﬂdﬁ

Print Date /[1aTa: 28-02-2025

Print Date /dara: 28-02-2025

Print Date /Jlata: 28-02-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: LlerpuH® TabneTkH, MOKpLITHIE INIEHOYHOH o6onoukoit, 10 Mr

Market / Peinok : Russia / Poccus

Batch No./ : B2500486 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repo“rt No. / . 2002FP25000481 Date of Analysis / 28-02-2025

AHanuTH4yecknii oTyet No JarTa ananm3za

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JlaTa mpou3BOACTEBA Tomen no

Mfg. License No. / MA ber: /

TIpou3BoACTBeHHAS : 63/RR/AP/96/F/R pumber: JITT-Ne(005456)-(PT-RU)
Homep PY

JIHIeH3ust Ne

Analysis performed according ND / Auanus nposegen no HJ/I: JITI-Ne(005456)-(PT'-RU)-150524

Ne  [Test / Tlokasarenn

Result / PesyabTaTnl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum

leaflet in a carton. / ITo 10 Tabnerok B

[To 3 GnucTepa BMECTE C IMCTKOM=-
BK/IA/BILIEM YNIAKOBAHBI B MAYKY
KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2

blister. 3 blisters and patient information for 3 blisters and patient information leaflet in

carton. /

[MBX/TIABX//antomunuesom Gnucrepe. |[To 10 tabnerok B

[IBX/TIJIBX//amoMuruerom Gnucrepe. ITo 2
1K 3 6IKCTEepa BMECTE C JIUCTKOM-
BKJIa/IbILIIEM YIIAKOBAHEI B [IAYKy KapPTOHHYIO.

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can be absent in the
Certificate of Analysis / TIpoBOAHTCS IIPOU3BOAMTENEM TIPH BEIIyCKE NEPHOAMYECKH: LA KaxxoH 20-0i cepuy M He MeHee 1
paza B ron. ITokazarens MoxeT GbiTh He BiodeH B Ceprudukar aHanuza GUPMEL.

Remarks: The Product confirms to ND/
IIpumeuanune: IIponykt coorBercTByeT TpeboraHusam H]T

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

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

Member g

Checked by / ITpoBepeHo:
KVV.Satyanarayana - Quality control-

Team Member d/J

Approved by: Manager/Executive /
OnoGpeno: Menemxep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member UW(LO

Print Date /arta: 28-02-2025

Print Date /JTara: 28-02-2025

Print Date /Hara: 28-02-2025
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJTN3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: IerpuH® TabneTku, NOKPHITEHIE ICHOUHO 060104K0M, 10 Mr

Market / Poinok : Russia / Poccus

Batch No./ . B2500486 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No. / . 2002FP25000481 Date of Analysis / 28-02-2025

AHanuTHYeckHii oTyet Ne Jara anaanza

Date of Manufacture / . 14-02-2025 Date of Expiry / 31-01-2028

JlaTa mpon3BoACTBa Togen no

Mfg. License No. / MA number: /

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

Jnuensus Ne

Analysis performed according ND / Ananus nposeaen nmo HJ: JIII-Ne(005456)-(PT-RU)-150524

API name / HaumeHoBanue A®C:

Cetirizine dihydrochloride / LleTupu3yuHa qMrHAPOXJIOPUL

INN / MHH:

Cetirizine / LleTupusux

Howmep cepun cy6cranuun nponssoautens I'JID:

API manufacturer batch number / BT00-24075
Howmep cepnu npoussoantensa A®C:
FP Manufacturer API Batch number / FBRA00612

API Manufactured by & country /
IIpoussoantens A®C, crpana:

Glochem Industries Pvt. Ltd., India /
I'noxem Unpactpuec I1T. JIta., Manus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HaumeHoBaHHe, agpec, THIEH3US JJIsT
IIpousBoacTBenHas naowanka / Ilnomanxa KOHTPOIs
kayecrBa / Ilnowmtaaka BeImycka

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). / TIpou3BoACTBeHHOE moapasaeneHue-11,
Vwyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamiu
Bunnanmx, bauynannu Manpan, Meayan Manakamxkrapu
Hucrpukt — 500090, wrat Tenanrana, Muousa (Jlunensms 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 (GMP/EAEU/RU/00573-2022) 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 Practicc of thc Eurasian Economic Union is cstablishcdy.

3ax1ro4enne 0 cooTBeTcTBHH: «HacTosmuM s MOXTBEPXKal0, YTO NPUBEIEHHAs BhIlEe HHGOPMALHs ABISETCS JOCTOBEPHON W
TOYHOH. OTa cepust MPOAYKIMU IMpOU3BeAeHa (BKIIOYas YMakoOBKY (MapKHPOBKY) M KOHTPOJL KayecTBa) Ha BHILIEYKazaHHOMN
NPOM3BOJICTREHHOM Mnomanke (IUTOILIaAKax) B IIOJIHOM COOTBETCTBHH ¢ TpeboBaHuAME IIpaBun HaaNiexaIneil MpON3BOACTBEHHOIM
npakTku EBpasuiickoro skoHomudeckoro coroza (GMP/EAEU/RU/00573-2022) W TpeOOBaHMAMM KOHTPOJIA KadecTBa
JIEKAPCTBEHHBIX CPENCTB, A TAK)KE B COOTBETCTBHH CO CrelM(UKALMAMY, CONEPKAUIMMUCI B PETMCTPALMOHHOM HOChE CTPaHbi-
MMIIOpTepa. 3aMucH MO NPOU3BOACTBY, YNAKOBKE M aHANM3y NPOBEPEHbl, U YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHusM [IpaBun
HajyIeKaIeH NPOU3BOACTBEHHOM NpakTHKK EBpasuiickoro 3kOHOMHYECKOTO COKO3a%.

Remarks: The Product confirms to ND/
IIpumeuanne: I[IpoaykT cooTBercTByeT TpedoBaHusm HT

Conclusion: APPROVED /
3akmouenue: OJJTOBPEHO

Prepared by / [oarorosneHo: Checked by / IIposepeHo:
D.Latha- Quality control- Team

Member g

KVV.Satyanarayana - Quality control-

Team Member &’1/

Approved by: Manager/Executive /
Opo6peHo: Menemxkep / Pykopoautens
V. Prashanth - Quality Assurance- Team

Member s w

Print Date /dara: 28-02-2025

Print Date /Tata: 28-02-2025

Print Date /Jlata: 28-02-2025




