Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Lietpun® tabnerxu, MOKPEITEIE VIIEHOYHOI 060M0uKoi, 10 Mr

Market / Prinok

: Russia / Poccus

Jiuuensna No

e Atch NG/ : B2404116 Batch Quantity / 955 KG / 955 KI

Cepust Ne Pasmep cepun

Analytical Repovrt No. / © 2002FP24003163 Date of Analysis / 31-12-2024

AHaJIuTHYeCKHi oTueT No JlaTa ananuza

Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027

Jarta npoussoacTea T'onen po

Mfg. License No. / MA ber: /

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

Analysis performed according ND / Anannus nposejen no HJL: JITI-Ne(005456)-(PI-RU)-150524

Ne  [Test/Tlokasarens

Result / PesyasTaTn

Specification / Hopma

1 Description / Onucanne

2 Identification /
Hnentuduranus

HPLC / BOXX

pHCKOlf Ha  omHOI

LEETA.

White coloured, round, biconvex film[White 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. / Kpyrasi
ABOAKOBBITYKIIbIE TabneTkH, NMOKpsrbieKpyrisie
MIeHOYHOH 060J104KOil Geroro LIBETA,
CTOpOHE.
NONepeyHOM paspese — snapo Genorocropone. Ha HOMEPEYHOM pa3pese  AApo OT

White to off-white core on cross section.

JBOSKOBBIIYKJBIE  Tabnerku,
MOKPBITBIE ITICHOYHOM 0601104K0# 6eroro uau
Hamoutn 6enoro usera, ¢ puckoil Ha omHO#

- Genoroe 1o mourtk 6emoro usera.

Hydrochloride
solution. /

CTaHIapTHOrO  pacTeopa
FHAPOXJIOpHAA.

The retention time of the main peak in theThe retention time of the main peak in the
chromatogram of test solution complychromatogram of test solution should comply]
with the retention time of the main peakwith the retention time of the main peak in thel
in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
reference

Bpems ynepkuBaHus 0CHOBHOTO MHKa Ha poMarorpamme
XPOMaTOrpaMMe HCIIBITYEMOTO PACTBOPAIOIIKHO

COOTBETCTBYET BPEMEHH YACPKHBAHHSyICPKHBAHUS
OCHOBHOTO NHKa Ha XPOMATOrpaMMEXpOMaTorpamMme

reference standard solution (section "Assay").
PEMA  YNCPKMBAHUS OCHOBHOTO ITHKA H

standari

HCOBITYEMOFO  PacTBOp
COOTBETCTBOBATE BpEMEHH
OCHOBHOT'O n¥Kka  Ha
CTaH[apTHOTO  PACTBOP
UETHPH3UHAILETHPH3HHA THAPOXJIOpHIA (pasnen

«KonuyecrsenHoe onpeneneHue).

Remarks: The Product confirms to ND/
Ipuveuanue: IMponykr cooTBeTCTRYET Tpebosanuam HJI

Conclusion: APPROVED /
3akarovenne: OJIOBPEHO

Prepared by / Iloarotoeneno:
D. Latha- Quality control-

Team Member g

Checked by / Ipoeepeno:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Ono6peno: Menensxep / PykoBoutens
V. Prashanth - Quality Assurance- Team

Member g [\M/@

Print Date /[Tara: 31-12-2024

Print Date //lara: 31-12-2024

T

Print Date /JTara: 31-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: HerpuH® TabneTku, NOKPHITHE eHOUHOH 06ooukoit, 10 mr

JHLIeH3usa Ne

Market / PeiHOK : Russia / Poccust
Batch No. / . B2404116 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pazmep cepun
Analytical Repo“rt No./ . 2002FP24003163 Date of Analysis / 31-12-2024
AHaanTnyeckHii oTdeT Ne JlaTa ananmsza
Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027
JlaTa npou3BOACTBA T'onen oo
Mfg. License No. / MA number: /
: ' -No(005456)-(PT-
IIpousBoacTBEHHAS 63/RR/AP/96/F/R Homep PY JITI-Ne(O )-(PT-RU)

Analysis performed according ND / Anaau3 npoeenes mo HJI: JII-Ne(005456)-(PI'-RU)-150524

Ne  [Test/Iloka3aTesnb Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
'Y ®@- ciektpodoToMeTpHs

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®-creKTpbl IOTJIOMEHHS HCITBITYEMOT0
pacTBOpa W  CTaHAApTHOIO  pacTROpa
LEeTHPM3MHA ruapoxJiopuaa B obnactu ot 200
o 400 HM HOOMKHEI HMETh MAaKCHMYMBI
Fornomeu A NpH OJHOH M TOH K€ JUIMHE
BOJIHBI C JOILYyCTHMBIM OTKJIOHEHHEM + 2 HM.

3 Water content/
Conepsxanue BOABI

3.9% w/w /3,9%

[Not more than 8.0% /
He Gonee 8,0 %

4 Uniformity of dosage units /
OIHOPOTHOCTH JO3UPOBAHHBIX
eMHHI

42/4,2

Acceptance value (AV) should be not more
than 15.0 / Tokazarens npuemnemoctd (AV)
noszkeH 6eiTh He Gonee 15,0. :

S Dissolution / PacTeopenne

100%, 99%, 100%, 99%, 100%, 100%

Not less than 80% (Q) of the labeled amount
of C21H2sCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAJIBHOTO COIEpPyKaHUA
C21H25CIN203-2HCI (uetnpusnna
[muruapoxnopun) yepes 30 MuH.

Remarks: The Product confirms to ND/
Ilpumeuanne: IIponykt cooTBeTcTBYeT TpeboBanmsim HJI

Conclusion: APPROVED /
3axkmouenne: ONOBPEHO

Prepared by / ITonroroBneHo: Checked by / IIpogepeHo:
D. Latha- Quality control-

Team Member l _2_ ,

control- Team Member

K.V.V. Satyanarayana - Quality

A —

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykoroaurens
V. Prashanth - Quality Assurance- Team

Member U}J@

Print Date /[Tata: 31-12-2024 Print Date /J{ara: 31-12-2024

Print Date /[ata: 31-12-2024 N~




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykt: Lerpun® Tabnerku, MOKPLITHE IUIEHOYHOH 06010uKOH, 10 M

Market / PoiHOK : Russia / Poccus

Batch No. / . B2404116 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP24003163 Date of Analysis / 31-12-2024

AHaauTndeckuii oTder Ne Jlata anajausa

Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027

JlaTa npon3BoAcTBa T'ogen xo

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND / Anasns npoeeaen mo HJL: JIII-Ne(005456)-(PI'-RU)-150524

onpegejienue

9.97 mg/9,

99.7% / 99,7%

Ne Test / IlokasaTenan Result / Pe3ynbTaThl Specification / Hopma
6 Impurities / IIlpumecn Less than Limit of Detection (LOD =
0.005%) / Hike npenena oGHapy>XeHUS
Impurity A / (I10 = 0,005%)
IIpumecs A Not more than 0.2 % / He Gonee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxxe
ITpumecs B npenena konudecTBEHHOro onpeneneHHa|Not more than 0.2 % / He Gonee 0,2 %
Impurity C/ (ITKO = 0,010%)
ITpumecs C . Not more than 0.2 % / ue 6oxnee 0,2 %
ITmpurity Y/ T ess than TO0Q (T.NO0Q =N N17%) { Hawe
ITpumecs D npezena KoNM4ecTBeHHOro onpeaencHusNot more than 0.2 % / ve Gonee 0,2 %
Impurity E / (TIKO = 0,017%)
[pumecs E Not more than 0.2 % / ne 6onee 0,2 %
Impurity F / Not detected / He obHapy>xeHa _
[Mpumece F INot more than 0.2 % / He 6osee 0,2 %
0.03%/0,03%
Any individual unidentified
impurity / JIrobas enuHU4HAsS Less than Limit of Detection (LOD =  [Not more than 0.2 % /
HeuaeHTuuuuposannas npumeck [0.015%) / Hxe npenena obHapykenus [He Gonee 0,2 %
(I10 = 0,015%)
0.07%/0,07%
Total impurities / Not more than 2.0% /
CymmMa npumeceit 0.1%/0,1% He Gonee 2,0%
7 Assay / KonnuecTBenHoe INot less than 9.0 mg and not more than

11.0 mg C»1HasCIN>O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
rand 110,0 % of label claim)./ Ot 9,0 Mr no
11,0 mr C21Ha5CIN2O3-2HCI (uetupuzrza
nuruapoxsiopua) B rabnerke (or 90,0 % no
110,0 % OT HOMHHANIBHOTO COACPIKAHMUA).

97 Mr

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykr coorBercTByeT Tpebosanusam HJT

Conclusion: APPROVED /
3axnouyenue: OJJOBPEHO

Prepared by / IloarorosneHo:
D. Latha- Quality control-

Team Member | g

Checked by / IlpoeepeHo:
K.V.V. Satyanarayana - Qua
control- Team Member

Approved by: Manager/Executive /
Onpo6peno: Menemxkep / Pykosoauresb
V. Prashanth - Quality Assurance- Team

Member
Uy

lity

A

Print Date /JJata: 31-12-2024

Print Date /Hata: 31-12-2024

Print Date /Jlata: 31-12-2024 L




Dr.Reddy’s Q%.'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Tpoayxkr: Hetpuu® TabieTky, NOKPHTHIEC INIEHOYHOH 060104K0ii, 10 M

Market / PriHoK : Russia / Poccus

patch No. / . B2404116 Batch/Ouantity . 955KG /955 KT

Cepus Ne Paszmep cepun

Analytical Repo“rt No. / . 2002FP24003163 Date of Analysis / 31-12-2024

AHanHTHYecKHii oTueT Ne JlaTa aHajau3a

Date of Manufacture / . 18-12-2024 Date of Expiry / . 30-11-2027

JlaTa npou3BoACTBa T'oxen xo

Mfg. License No. / MA ber: /

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

Junen3nsn Ne

Analysis performed according ND / Auann3 nposeaen o HJI: JITI-Ne(005456)-(PI'-RU)-150524

Ne Test / IlokazaTenb Result / Pe3yabTaThl Specification / Hopma
8 Subdivision of tablets / . Complies / CooTBETCTBYET The tablets comply with the test, if not more
Jletenue TaGeToK 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. /
TabneTk# COOTBETCTBYIOT TPeOOBAHUAM, €CIU
He Gonee 1 eAMHMYHAA MAcCCa OTIIIOHACTCA 32
npenenst 85%-115% oT cpenHel Macchl.
TabneTky He COOTBETCTBYIOT TPEOOBaHIAM,
ecni Gonee uem 1 MHAMBHIYalbHAs Macca
OTKITOHSETCA OT 3THX NPeAEIIoB WY, ecnu 1
HHIMBHIYyalbHas Macca OTKIIOHIETCS 3a
npenennl 75%-125% ot cpeaHel MaccHL.

9 Microbiological purity* /

MuxkpoGuonornyeckast

qyucrora*

a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /

O61mee uKcIio a3pobHBIX He Gonee 1000 KOE/r

MHKpPOOPraHH3MOB

Not Applicable

b) Total combined yeasts and Not more than 100 CFU/g /

mould count / Obiee yucio He 6onee 100 KOE/r

[IPONOKEBBIX U IUIECHEBBIX IPHOOB

c) E. coli Not Applicable Shall be absent in 1g/ OrcyrcTBue B 1 r
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: ITponykt cooTBeTcTBYeT TpeboranmaM HJT 3axmoyenune: OJIOGPEHO
Prepared by / IloarororsieHo: Checked by / IIpogepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Quality Opo6peno: Menemkep / Pykoponurenb
Team Member control- Team Member d_f_ V. Prashanth - Quality Assurance- Team

L—&L" Member
i)

Print Date /JTata: 31-12-2024 Print Date //Tata: 31-12-2024 Print Date /[Jarta: 31-12-2024 {




Dr.Reddy’s "2’.

CERTIFICATE OF ANALYSIS
CEPTUOHNKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: Ilerpun® TabneTKH, MOKPLITEIE INIEHOUHO# 060104K0M, 10 Mr

Market / Pornox : Russia / Poccus

Batch No. / . B2404116 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP24003163 Date of Analysis / 31-12-2024

AHaauTHYecKkHii oTuer Ne JlaTa ananusa

Date of Manufacture / . 18-12-2024 Date of Expiry / 30-11-2027

Jarta npousBoacTBa Toxen xo

Mfg. License No. / MA number: /

TIpou3BoOACTBeHRAs : 63/RR/AP/96/F/R jnenaal JITI-Ne(005456)-(PT-RU)
Homep PY

JrneH3usi Ne

Analysis performed according ND / Anaans nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524

INe Test / Iloka3arenn

esult / Pe3yIbTaThl

Specification / Hopma

10 Package / YnaxoBka

10 tablets in PVC/PVDC//aluminum

leaflet in a carton. / ITo 10 TaGnerok B

[lo 2 Gnaucrepa BMeCTe € THMCTKOM-
BKJIA/IBILIEM YITAKOBAHEI B IIa9Ky
KapTOHHYIO.

blister. 2 blisters and patient information

[BX/TIABX//amomunueBom 6muctepe.

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

ITo 10 Tabnetok B
[TBX/TIABX//antoMuHreBom bnuctepe. ITo 2
unu 3 GicTepa BMecTe ¢ JIMCTKOM-
BKJIafIbIIIEM YIAKOBAHE! B MaYKy KapTOHHYIO.

*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 / TIpoBOAMTCS MPOU3BOMMTESIEM TIPH BEITYCKE MEPHONMIECKU: I Kaxnok 20-0ii cepuu win He Menee 1
pasza B roq. [lokazatens MoxeT GbiTh He BKiIIoYeH B CepTudHkar aHanusa GUpMEIL.

Remarks: The Product confirms to ND/
ITpumeyanne: Ilpoaykr cooTseTcTBYeT TpeboBanmam HII

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

Prepared by / IToarotoeneHo:
D. Latha- Quality control-

Team Member g ,

Checked by / TIpoeepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonutens
V. Prashanth - Quality Assurance- Team

Member
LM\P

Print Date /[Jara: 31-12-2024

Print Date /[Jata: 31-12-2024

Print Date /Hara: 31-12-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxr: Llerpur® TabneTky, MOKPHITHIE INIEHOYHO} 06010uK0H, 10 M

Market / PoiHok : Russia / Poccus

Batch No. / . B2404116 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No./ . 2002FP24003163 Date of Analysis / . 31-12-2024

AHaxuTHYecKHii oTuyeT Ne Jara anaansa

Date of Manufacture / . 18-12-2024 Date of Expiry / . 30-11-2027

Jara npon3BOACTBA Tomen g0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : 63/RR/AP/96/F/R el : JIII-Ne(005456)-(PT-RU)
Homep PY

Jimnensus Ne

Analysis performed according ND / Anasiuz npoBegen o HJI: JITI-Ne(005456)-(PT-RU)-150524

API name / HaumenoBanne A®C: Cetirizine dihydrochloride / IleTupusuHa JMTHAPOXJIOPHI,

INN / MHH: . Cetirizine / Hetupusuu

API manufacturer batch number / BT00-24061, BT00-24060

Homep cepuu nponzBoaurtenas ADC:

FP Manufacturer API Batch number / FBRAO00567, FBRA00566

Homep cepuu cy6cranuun npoussoautenas LJID:

API Manufactured by & country / Glochem Industries Pvt. Ltd., India /

IIpon3eogurens ADC, crpana: I'moxem Mupactpuec I1BT. JIta., Maaua

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

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

HanmenoBaHue, agpec, JHIEH3NS A5 Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpon3poacTBeHHast Wiomaaka / Ilomaaka KOHTpoJIS 63/RR/AP/96/F/R). / IlpouzBoncTeeHHOe noapasaencHue-11,

kavecTBa / [lnomaaka BeIycKa Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynaiuu

Businamk, bagyynamm Mangan, Mequan Manakamkrupa
Juctpukrt — 500090, mrrar Tenanrana, Muamus (JInnensua No
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 Practice of the Eurasian Economic Union is established».

3akaiouende 0 cooTBeTcTBHH: «HacTOSIINUM 5 NOATBEPIKAAO, YTO NPHBEACHHAA BhIe HHGOPMALKs ABIsAETCA JOCTOBEPHOH U
TOYHOMH. JTa cepus MPOLYKLUMH TPOU3BEAcHA (BK/IOYas YMakoBKY (MapKUpOBKY) M KOHTPOJIb Ka4ecTBa) HA BBIIEYKA3aHHOM
MpPOM3BOACTBEHHOM MUIoaaKe (UIOMANKax) B IOAHOM COOTBETCTBHHM C TpeOoBaHMsAMH [IpaBui Haanexalned Mpou3sBOJACTBEHHOM
npakTHku EBpasuiickoro skoHoMudYeckoro coo3a (GMP/EAEU/RU/00573-2022) u TpeGOBaHHMAMH KOHTpOJS KayecTBa
JIeKapCTBEHHBIX CPEACTB, @ TAK)KE B COOTBETCTBHH CO CrEIM(PUKALMIMH, COAEPIKAIIUMUCI B PETHCTPaLIMOHHOM AOCHE CTPaHBI-
UMIIOpTEpa. 3aMkCH M0 NPOM3BOACTBY, YIIAKOBKE M aHANM3Y NMPOBEPEHB], H YCTAHOBICHO MX COOTBETCTBHE TpeOopaHAM IIpaBun
HaIexalieH Nporu3BOACTBEHHON NPakTHKU EBpazuiickoro 3KOHOMHUYECKOTO COIO3a»,

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: ITponykT cooTBeTcTBYET TpebopanusM HJT 3axniwuyenne: OJOGPEHO
Prepared by / IloaroroeneHo: Checked by / ITpoBepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Quality OpobpeHo: Menemxkep / PykoBomurens
Team Member control- Team Member é/_ V. Prashanth - Quality Assurance- Team

g;f/_ Member

)

Print Date /JTata: 31-12-2024 Print Date /[ata: 31-12-2024 Print Date /JTata: 31-12-2024 {




