Df.Reddy’s Q":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
M poaykT: LleTpuu® TabneTky, NOKPEITIE IIIEHOYHOK 0601104KO#H, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500925 Batch Quantity / 955 KG /955 KT

Cepust Ne Pazmep cepun

Analytical Repovrt No. / . 2002FP25000765 Date of Analysis / 31-03-2025

AnanuTndecknii oTyer Ne JaTta aHaim3a

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa npon3BoacTBa T'onen no

Mfg. License No. / MA number: /

IpoussoacTBeHHAS : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PI"™-RU)
Homep PY

JHueH3ns Ne

Analysis performed according ND / Ananm3 nposeaen no H/I: JITI-Ne(005456)-(PT-RU)-150524

Ne 'Test / IlokazaTenn

[Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one side,

White core on cross section. / Kpyrusie

neHo4YHOM 000JI0uKoM Georo lBerTa,

puckod Ha opmHOii cropoHe. H
MONEpedyHoOM pa3peze — sapo Genoro
LiBeTa. -

IIBOSIKOBBIITYKIIBIE Ta6ne'r1<n, I'IOKprTI:]a

White to off-white core on cross section.
Kpyrmnee IBOSKOBBINYKJIBIE TabJIETKH,
MOKPLITHIE IJIEHOYHOH 000J104K0# Gernoro Uiy
noutH Oenoro LBera, ¢ PUCKOH Ha ONHOM
cropoHe. Ha momepedyHoM pa3spesze sIpo OT
Oenoro o moutH 6e5oro nBeTa.

2 Identification /
Npentuduxannsa

HPLC / BOXX

chromatogram of test solution comply
with the retention time of the main peak

The retention time of the main peak in theThe retention time of the main peak in the

in the chromatogram of Cetirizinj:hromatogram of Cetirizine Hydrochloride

chromatogram of test solution should comply
with the retention time of the main peak in the;

Hydrochloride reference standardreference standard solution (section "Assay").
solution. / Bpems ynepskuMBaHHA OCHOBHOTO IHKa Hi
BpeMs ynep>kUBaHHA OCHOBHOT'O ITHKA HAXPOMATOrpaMMe  HMCIIBITYEMOTO  pacTBOP
XpOMaTorpaMMe UCIBITYEMOTO PacTBOPAIOIIHKHO COOTBETCTBOBATE BPEMEHH
COOTBETCTBYET BpPEMCHH YAep)KHBaHWAYNCPKHBAHNA OCHOBHOTO nMka  H
OCHOBHOTO TNHMKa HA XpPOMaTOrpaMMEXpOMaTOrpaMMe  CTaHOApTHOTO  pacTBOP.
CTAHIQpPTHOTO  PacTBOpa  LIETHPH3HHALIETHPH3HHA THAPOXIIOpHAA (pa3nmen
rHOPOXJIOpHAA. «KonnuecTeeHHOE ONPENCICHHEY).

Remarks: The Product confirms to ND/
IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBaHuaIM HJL

Co

3axmoyenue: OJJIOBPEHO

nclusion: APPROVED /

Prepared by / [TonrotoeneHo:
D. Latha - Quality control-

Team Member g

Checked by / TIporepeHo:

K.V.V . Satyanarayana- Quality

On

Approved by: Manager/Executive /

Ajay Kumar - Quality Assurance- Team
Member

o6peHo: Menemxep / PykoBoautens

o

Print Date /[{aTa: 31-03-2025

control- Team Member
Print Date /Tata: 31-03-2025

Print Date /J{arTa: 31-03-2025




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: ITerpuH® TabeTKH, IOKPEITEIE MIIEHOYHOH 0607104KO#, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2500925 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No./ . 2002FP25000765 Date of Analysis / 31-03-2025

Ananurndeckmii oTuer Ne Jara anannsza

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

Jata npon3Bo/AcTBA T'onen no

Mfg. License No. / MA number: /

[pousBoacTBeHHAs] : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PI"-RU)
Homep PY

JnneH3us Ne

Analysis performed according ND / Ananus nposeaen nmo HJI: JITI-Ne(005456)-(PT'-RU)-150524

Ne Test / IlokazarTesn

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
Y®- cuextpodoTomMeTpus

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®-crieKTprI MOTJIOIEHHUS UCTTBITYEMOTO
pacTBOpa W CTaHHApPTHOTO  PacTBOp
{ueTupu3MHa rugpoxyopuaa B oonact ot 200
0o 400 HM HOODKHBI HMMETh MaKCHMYMBI
Fornomeuus IpY OOHOHK W TOH Xe JJIMHE
BOJIHEI C AOIYCTHMBIM OTKJIOHEHHEM + 2 HM.

Water content/
Coaepaanue BOIbI

2.6% wiw / 2,6%

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

Uniformity of dosage units /
OAHOPOIHOCTE J03MPOBAHHBIX
eAMHHAIL

3.1/3,1

Acceptance value (AV) should be not more
than 15.0 / Iokasarens npuemiemoctu (AV)
nomxen dsith He Gonee 15,0.

Dissolution / PacTBopeHue

99%, 100%, 99%, 98%, 99%, 97%

Not less than 80% (Q) of the labeled amount
of C21H25CIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHANBEHOTO CONEPIKAHUS
C21H25CIN203-2HCI (uetupuzuna
iaMruapoxmaopua) yepes 30 MUH.

Remarks: The Product confirms to ND/

IIpumeuanne: IIponykT cooTBETCTBYET TpeboBanmam HJI

Conclusion: APPROVED /
3axkmouenue: OJJOBPEHO

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

Team Member g

Checked by / IIposepeHo:
KV.V.
control-

Satyanarayana- Qualit
Team Member CZE/

Approved by: Manager/Executive /
Onobpeno: MeHemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team

Member f‘)

Print Date /[Jata: 31-03-2025

Print Date /MaTa: 31-03-2025

Print Date /JIata: 31-03-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Npoaykr: Herpun® TabneTky, MOKPEITHIE TIEHOUHOH 060104K0H, 10 MI

Market / PriHOK : Russia / Poccus

Batch No. / . B2500925 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000765 Date of Analysis / 31-03-2025

AnaauTH4ecknii orueT Ne JlaTa aHaJM3a

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa npoH3BOJACTBA I'ogen no

Mfg. License No. / MA number: /

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

Junen3Hsa Ne

Analysis performed according ND / Anaan3 nposegen no HJI: JII-Ne(005456)-(PT'-RU)-150524

|N-.= Test / IlokazaTenn Result / PesyanTaThl Specification / Hopma
6 Impurities / IIpumecn :
Less than Limit of Detection (LOD =
Impurity A / 0.005%) / Huxe npemena oOHapyeHUs
[pumeck A I10 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity B /
[Tpumece B Less than LOQ (LOQ = 0.010%) / Huxxe [Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ pejesna KOJMYeCTBEHHOTO ONpeAeneHns
[Ipumecy C (FIKO = 0,010%) INot more than 0.2 % / »e 60s1¢ee 0,2 %
Impurity D /
[Mpumect D Less than Limit of Detection (LOD =  [Not more than 0.2 % / ve Gonee 0,2 %
Impurity E / 0.006%) / Hrwke npenena oGHapyKeHHA
[Ipumecs E (ITO = 0,006%) INot more than 0.2 % / He 6onee 0,2 %
Impurity F /
[pumecs F Not detected / He obnapyskeHa INot more than 0.2 % / e 6onee 0,2 %
Any individual unidentified 0.02%/ 0,02%
impurity / JIrobas enuHUYHAS Not more than 0.2 %/
HengeHTUUIMpoBaHHas mpumeck [Less than Limit of Detection (LOD = jue 6omee 0,2 %
0.015%) / Hiwke npenena oOHapykeHus
I10 = 0,015%)
Total impurities / 0.07%/ 0,07% Not more than 2.0% /
CymMa npumeceit He Gonee 2,0%
0.1%/0,1%
7 Assay / KonnaecTBennoe Not less than 9.0 mg and not more than
onpeaeseHHe 10.02 mg/ 10,02 mr 11.0 mg Cy1H25CIN205-2HCI (cetirizine
100.2% / 100,2% dihydrochloride) in tablet (between 90,0 %
jand 110,0 % of label claim)./ Ot 9,0 Mr no

Remarks: The Product confirms to ND/
IMpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuaM HJT

Conclusion: APPROVED /
3axnawuenne: OJIOBPEHO

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

Team Member %

Checked by / IIposepeHo:

K.V.V . Satyanarayana- Quali
control- Team Member dg_/—

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykopogurenb
Ajay Kumar - Quality Assurance- Team
Member A

=)

Print Date /[{ara: 31-03-2025

Print Date /MTarta: 31-03-2025

Print Date /MaTa: 31-03-2025




Dr. Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Tpoaykr: Llerpua® Tabnerkw, NOKPLITHIE TUIEHOYHOM 060/104K0#, 10 Mr

Market / PriHok : Russia / Poccus

Batch No. / . B2500925 Batch Quantity/ 955 KG /955 KI'

Cepus Ne Pasmep cepun

Analytical Repo“rt No./ . 2002FP25000765 Date of Analysis / 31-03-2025

AHaJHUTHYECKHI 0T9eT Ne JNara anaymsa

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa mpou3BOACTBa T'omen g0

Mfg. Lieense No. / MA number: /

IIpou3BoaCTBEHHAS : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT-RU)
Homep PY

JHUeH3HsA Ne

Analysis performed according ND / Auanu3s nposenen mo HJI: JII-Ne(005456)-(PT'-RU)-150524

Ne Test / Iloxa3zaTeas

Result / Pe3yabTaThl

Specification / Hopma

11,0 Mr C2;H2sCIN205-2HCI (ueTHpu3una
muruapoxnopun) B tabnerke (or 90,0 % o
110,0 % OT HOMHHaNBLHOTO COEPHKAaHMA).

8 Subdivision of tablets /
Jlenienue TabneTox

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. /
TaOneTkH COOTBETCTBYIOT TpeOOBaHUAM, €CIIH
He Oonee 1 eMMHUYHAS Macca OTKIIOHSIETCS 3a
npenenst 85%-115% ot cpeaneii Maccel.
Tabnerku He COOTBETCTRYIOT TpeOOBAHUAM,
ecnu Oonee yeM | MHIUBUAYaNBHasA Macca
OTKIOHAETCS OT 3THX MPEXEJIOB W, ecny 1
MHAMBHIYaNlbHAA Macca OTKIIOHAETCS 3a
npezesns 75%-125% ot cpenHel Macchl.

9 Microbiological purity* /
MuKpoSHOIorHYecKas
yHCcTOTA®

a) Total aerobic microbial count /
O6wmee 4rcno a3poGHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts and

mould count / O61uee uucio
NP O3OKEBEIX U TUIECHEBBIX IPUOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OtcyrcTBue B 1 1

Remarks: The Product confirms to ND/

IMpumeuanue: IIpoaykT cootBercTByeT TpeGoBanmim HJJ

Conclusion: APPROVED /
3akmiouenne: OJIOBPEHO

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

Team Member \_gi/

Checked by / IIpoeepeHo:
K.V.V . Satyanarayana- Quality,
control- Team Member df,’_

Approved by: Manager/Executive /

Onobpeno: Menemxep / Pykoonurens
Ajay Kumar - Quality Assurance- Team
Member

e

Print Date /[{ata: 31-03-2025

Print Date /[lara: 31-03-2025

Print Date /[laTa: 31-03-2025




. , @
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoayxr: Herpuu® TabIeTKu, MOKPHTHE MNIEHOYHOH 060104Koi, 10 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . B2500925 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repovrt No./ - 2002EP25000765 Date of Analysis / 31-03-2025

Ananntndeckuii oruer Ne Jarta anaausa

Date of Manufacture / . 13-03-2025 Date of Expiry / 29-02-2028

JlaTa npou3BoOACTBA T'ogen mo

Mfg. License No. / MA number: /

[pon3BoAcTEeHHAs : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PI"™-RU)
Homep PY

JuneHsus Ne

Analysis performed according ND / Anaans nposenen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524

INe Test / IloxazaTens

Result / Pe3yabTaThbl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PYC/PVDC//aluminum
leaflet in a carton. / TTo 10 Tabnerok B
[To 2 6nmcTepa BMECTE C IHCTKOM-

BKJIaJIEILIEM YTIAKOBaHBI B TTA4KY
KapTOHHYIO.

blister. 2 blisters and patient information

TBX/TTABX//amomunuesom bnucrepe.

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

[To 10 Tabnerok B
[MBX/T1ABX//anomuamnerom Giuctepe. Ilo 2
uin 3 GaucTepa BMECTE € JINCTKOM-
BKJIAJbILIIEM YIAKOBAHEI B TIAYKY 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 / [IpoBoauTcs IpoH3BOAUTEIIEM IIPH BBIYCKE NEPHONMYECKH: [T Kaxoii 20-0¥ cepru MM He MEHee 1
pasa B roa. [lokazarens MOxeT OBITh He BIIOUEH B CepTU(HKAT aHaM3a QUPMBL.

Remarks: The Product confirms to ND/
IIpameyanne: IpoaykT cooTBeTCTBYET TpeboBanmam HII

Conclusion: APPROVED /
3axmwuyenne: OJJOBPEHO

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

Team Member l.ga{,,.

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

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoautens
Ajay Kumar - Quality Assurance- Team

Member Qﬂ

Print Date /Mara: 31-03-2025

Print Date //Tata: 31-03-2025

Print Date //Tara: 31-03-2025




Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lietpnu® TabneTKH, MOKPHITHIE TNIEHOYHOH 06010uK0M, 10 MT

Market / PoIiHOK : Russia / Poccus
Batch No. / . B2500925 Batch Quantity / 955 KG /955 KT
Cepus Ne Pasmvep cepuu
Analytical Repovrt No. / . 2002FP25000765 Date of Analysis / . 31-03-2025
AHanuTH4Yeckuii oTueT No JaTa aHann3a
Date of Manufacture / Date of Expiry /
: 13-03-2025 : 29-02-2028
JaTa npousBoacTBa 3 0 Tonen o 2
Mfg. License No. / MA number: /
IIpou3BoaCTBEHHAR : 63/RR/AP/96/F/R ’ :  JITI-Ne(005456)-(PI'-RU)
Homep PY
auueH3na Ne

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

API name / Haumenosanne AQC: Cetirizine dihydrochloride / IletupusHHa QMrHAPOXJIOPHL
INN / MHH: _ Cetirizine / IleTupuzun
API manufacturer batch number / BT00-24076
Homep cepuu npousBogutens ADC:
FP Manufacturer API Batch number / FBRAO00613
Homep cepuu cyGeranunn nponssoanteds I'JID:
API Manufactured by & country / Glochem Industries Pvt. Ltd., India /
Ipoussoguteib ADPC, eTpana: I'noxem Mnpactpuec I1sT. JITa., Maaus
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
HaumenoBanue, apec, JHOEH3HS 118 Malkaygir1 Distrist — 500090, 'l'elangana State, India (license No
IIpousBoacTBeHHas miomaaka / Ilnomaaka KOHTpoas 63/RR/AP/96/F/R). / IlponzsoacTBenHoe noapasaeneHue-11,
KavecTBa / Ilioumaaka Bpinycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynamiu
' Bunamk, bauynannu Maunan, Memquan Manakamxrupu
JluctpukTt — 500090, wrat Tenanrana, Maaua (JIunenzus 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 Practice of the Eurasian Economic Union is established».

3akI09eHne 0 coOTBeTCTBMH: «HacTosAmuM s MOATBEpIKAAI0, YTO MPHUBEIEHHAs BhIille HHGOPMalMs ABIAETCS JOCTOBEPHOHN M
TouHON. DTa cepus NPOAYKLMH MNPOU3BENcHa (BKIIOYAs YNAKOBKY (MapKHPOBKY) W KOHTPOJib Kaue€CTBAa) HA BHIUCYKA3aHHOM
NPOM3BOACTBEHHOM Mmiolaake (IUomaakax) B MOJHOM COOTBETCTBHH C TpeboBanusaMH IIpaBun Hamnexameld Npou3BOACTBCHHOM
npaktuku Espasuiickoro sxonomudeckoro cowosa (GMP/EAEU/RU/00573-2022) u TpeGOBaHMAMM KOHTPOJA Ka4yecTBa
JIeKApPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHH CO CTiELM(UKALMAMY, COAECPXKAMMMHUC B PETMCTPAIIHOHHOM AOCHE CTPaHbI-
UMInopTepa. 3anucu Mo NPOM3BOACTBY, YIIAKOBKE H aHANIH3y MPOBEPEHEI, U YCTAHOBEHO MX COOTBETCTBHE TpebosaHuaM IIpasun
HaaneKameil NpOM3BOACTBEeHHON MpakTUKH EBPasuiiCKOro 3kOHOMMYECKOTO COIO3a.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /

Ilpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusam HJT 3aknwuyenne: OJOBPEHO

Prepared by / TloarotosieHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- K.V.V . Satyanarayana- Qualit Onobpeno: Meunemxkep / PyKoBoauTeb

Team Member control- Team Member d// " Ajay Kumar - Quality Assurance- Team
\_&ag, Member OZF

Print Date /MTata: 31-03-2025 Print Date /[JaTa: 31-03-2025 Print Date /Tara: 31-03-2025




