Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LletpuH® TabneTku, HOKPHITHIE TIEHOYHOM 000109K0i1, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500484 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repourt No./ . 2002EP25000422 Date of Analysis / 27-02-2025

AHaIUTHYECKHH oTyeT No JlaTa ananusa

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

Jata npon3BoacTrea TopeH o

Mfg. License No. / MA number: /

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

JIneH3us Ne

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

Ne |Test / IloxasaTens

Result / PesyabTaThi 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. / I{pymbgWhile to off-white core on cross section.

\TBOAKOBEIMYKJIBIE TaONETKH, MOKPEITEIEKpYrable — ABOSKOBBINYKIbE  Tabnerkw,
UIEHOYHOH 000J109K0if Gernoro Lpera, COKPHIThIE IIIEHOUHOM 060/104KO#H 6e10ro Wil
pUCKOM Ha onHoH cropoHe. Hamourn 6esmoro mpera, ¢ puckoil Ha oaHOM
MOMepedHoM paspese — sapo OesorocropoHe. Ha momepeuHoM paspese sapo 0T
LIBETA. Genoro no noyru 6eAOro LBera.

2 Identification /
HaenTndurannn

HPLC / BOXX

The retention time of the main peak in theThe retention time of the main peak in the
chromatogram of test solution complyjchromatogram of test solution should comply|
with the retention time of the main peakiwith the retention time of the main peak in the
in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride

Hydrochloride reference standardreference standard solution (section "Assay").
solution. / Bpems ynepxuBaHHA OCHOBHOTO HHMKa H
BpeMms yaep:kHBaHHA OCHOBHOIO [MKa HAXPOMATOrPAMME  HCTIBITYEMOTO pacmopj
XpOMaTorpaMMe HCIIBITYEMOr0 PacTBOPAIOIIKHO COOTBETCTBOBATh BPEMCHH
COOTBETCTBYET BPEMEHU YAEPKHBAHHSYASPKUBAHUS OCHOBHOT'O TTMKa HA
OCHOBHOTO TNHMKa Ha XpOMaTOrpaMMeXpoMarorpaMMe  CTaHAapTHOrO  pacTBOpa
CTaHAAPTHOTO PAacTBOPa  LETHPH3WHAUCTHPH3HHA THOPOXJIOpHIA (pasmen

THOPOXJIOpHIA. «KonnyecTBeHHOE ONpeneieHuey).

Remarks: The Product confirms to ND/
Ipumeuanue: ITpoaykT cooTBercTBYET TpebopaHusam HJJ

Conclusion: APPROVED /
3axnouenne: OJJOBPEHO

Prepared by / ITogrorosneHo: Checked by / TIposepeno:
M. Brahmaji- Quality control- | D. Latha - Quality control- Team

Team Member Member L ;2 r'

Approved by: Manager/Executive /
Onob6peso: Menemxkep / PykoBoauTens
V. Prashanth - Quality Assurance- Team

Member
U

!d 1
Print Date /J{ata: 27-02-2025 Print Date /Iata: 27-02-2025

Print Date /Jara: 27-02-2025
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Dr.Reddy’s ‘_%‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: LHetpun® TabneTku, MOKPHITHE MIEHOYHOH 060104K0oi, 10 Mr

JneH3ust Ne

Market / Poinox : Russia / Poccus
Batch No. / . B2500484 Batch Quantity / 955 KG / 955 KT
Cepus No Pasmep cepum
Analytical Repo“rt No./ - 2002FP25000422 Date of Analysis / 27-02-2025
AnanuTHYecKHH oTueT Ne JlaTa aHaJH3a
Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028
JlaTa mpon3sojcTBa TI'ogen no
Mfg. License No. / MA number: /
2 ' -Ne 6)-(PT -
IIponsBoacTBeHHast 63/RR/AP/96/F/R Howmep PY JITT-Ne(005456)-(PT-RU)

Analysis performed according ND / Ananu3 nposeaen mo HJI: JITE-Ne(005456)-(PI'-RU)-150524

No Test / IlokasaTean Result / PesyabTaTn!

Specification / Hopma

UV- spectrophotometry /
Y ®- cniektpodoToMeTpus

Complies / CooTeeTcTBYyeT

'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
wavelengthe with an allowed variation of £2
nm. /'Y ®-cnekTphl MOTIOMEHUS HCITBITYEMOrQ
pacTBopa M CTaHAApPTHOTO  PacTBOpa
LIeTHPU3HHA I'MApOXJIopHAA B obmacTy ot 200
mo 400 HM JOMKHEI HMETh MaKCHMYMBE!
MOrJIOLEHMA TIpM OJIHOM M TOIl Xe HJINHE
BOJIHBI C JOTLYCTHUMEBIM OTKJIOHEHHEM *+ 2 HM.

3 Water content/
Conepaxanne Boabl

2.8% wiw /2,8%

Not more than 8.0% /
He Gosee 8,0 %

4 Uniformity of dosage units /
OXHOPOAHOCTH JO3UPOBAHHBIX
eIHHHI

42/42

Acceptance value (AV) should be not more
than 15.0 / Tlokazarens npuemnaemMocty (AV)
inoskeH OpiTh He Honee 15,0.

S Dissolution / PacTtBopenne

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

Not less than 80% (Q) of the labeled amount
of C»1HzsCIN205-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAJILHOTO COEPKaHUsA
(C21HasCINAOW - 2HC1 (ueTHpranHa
jaMruapoxaopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanue: ITponykr coorBercTByeT TpeboBanmam HJT

Conclusion: APPROVED /
3akmogenne: OJJOBPEHO

Prepared by / IToarotoeneHo: Checked by / ITposepero:
M. Brahmaji- Quality control-
Team Member

=

Member

D. Latha - Quality control- Team

S

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoauTens
V. Prashanth - Quality Assurance- Team

Member X “@b

Print Date /Iara: 27-02-2025 Print Date /[ata: 27-02-2025

Print Date /[{ara: 27-02-2025-




Dr. Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: IetpuH® TaGneTku, MOKPHITHE ILIEHOYHOM 00010uK0M, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2500484 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repovrt No. / . 2002FP25000422 Date of Analysis / 27-02-2025

AHaIHTHYECKHH oTyeT Ne JlaTa aHaJaH3a

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

Jara npon3BogcTea TomeH no

Mfg. License No. / MA number: /

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

auneH3us Ne

Analysis performed according ND / Ananu3s nposeaen o HJL: JITI-Ne(005456)-(PT-RU)-150524

Ne ]Test / Iloka3zatenn Result / PesyabTaThi Specification / Hopma
6 Impurities / Ilpumecn .
Not detected / He obHapykena
Impurity A /
[Tpumecs A Less than LOQ (LOQ = 0.010%) / Huxe [Not more than 0.2 % / ue Gonee 0,2 %
Impurity B / rpe/iena KoIMYECTBEHHOrO ONpeieneHus
[Mpumecs B (ITKO = 0,010%) Not more than 0.2 % / ve Gonee 0,2 %
Impurity C/
[Tpumecs C Less than LOQ (LOQ = 0.017%) / Huxe [Not morethan 0.2 % / ue 6ousee 0,2 %
Impurity D / [penena KOJTMYECTBEHHOI'O ONpeaeieHHs
IMpumecs D (TTKO = 0,017%) INot more than 0.2 % / e 6onee 0,2 %
Impurity E /
[Tpumecs E Not detected / He o6napyxena INot more than 0.2 % / ue 6onee 0,2 %
Impurity F /
[Tpumecs F 0.03%/ 0,03% Not more than 0.2 % / He 6oiee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / JIro6ast enuHu4Has 0.015%) / Huxe npenena o6Hapykenns [Not more than 0.2 % /
HenaeHTHHUKMpoRaHHas npumecs (IO = 0,015%) He 6onee 0,2 %
0.07%/ 0,07%
Total impurities / Not more than 2.0% /
CymMa npumeceii 0.2% / 0,2% He Gonee 2,0%
7 Assay / KonmnuecTtBennoe Not less than 9.0 mg and not more than
onpegeieHne 11.0 mg Cz;Ha5CIN;O3-2HCI (cetirizine
10.08 mg / 10,08 mr dihydmchiooridc) in table:t (between 90,0 %
100.8% / 100.8% and 110,0 % of label claim)./ Ot 9,0 Mr o
’ 11,0 mr C2Hz5CIN205-2HCI (uerupusuza
nuruapoxsaopun) B Tabnerke (ot 90,0 % no
110,0 % OT HOMHHANBEHOTO COZIEPKAaHHSA).

Remarks: The Product confirms to ND/
IIpnmeuanue: IIpoaykT cooTBeTcTBYET Tpeboranmsam HT

Conclusion: APPROVED /
3akaouyenune: OJJOBPEHO

Prepared by / IToarorogneHo:
M. Brahmaji- Quality control-
Team Member

<,

Checked by / IlpoeepeHo:
D. Latha - Quality control- Team

Member 1 g ,

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoautens
V. Prashanth - Quality Assurance- Team

Member \Nﬁs\p

Print Date /[Tata: 27-02-2025

Print Date /Hara: 27-02-2025

Print Date /Hara: 27-02-2025




Dr.Reddy’s Q3¢

CEPTUOUKAT AHAJIM3A

CERTIFICATE OF ANALYSIS

Product: Cetrine film coated tablets, 10 mg
IMpoayxr: Llerpuu® Tabnerku, NOKPBITHIE NJIEHOUHOH 060m0uKoi, 10 Mr

Market / Poinok

: Russia / Poccus

Batch [Nox : B2500484 EatchrOouaniy 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repovrt No. / . 2002FP25000422 Date of Analysis / 27-02-2025

AnanuTuyecknii oryeT No JlaTa anaan3za

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

JaTa npon3soacTea I'ogen xo

Mfg. License No. / MA ber: /

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

JIHIeH3HA Ne

Analysis performed according ND / Anasnus nposeaen no HJ: JIII-Ne(005456)-(PT-RU)-150524

.

Test / IlokaszaTenn

Result / PesyabTaTnl

Specification / Hopma

8

ISubdivision of tablets /

Jlenenne TabneTox

Complies / CooreercTByeT

'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. /
Tabnerku COOTBETCTBYIOT TPEOOBaHUAM, €CITU
He Oonee 1 enuHHYHAd Macca OTKIIOHSAETCS 3a

npeneisl 85%-115% oT cpenHeii Macch.
TaGNeTKH He COOTBETCTBYIOT TPeOOBAHUAM,
ecnu 6oJiee yeM 1 HHOUBUAYaNbHas Macca
OTKJIOHAETCA OT 3THX MPEIENIOB MM, eCJiH 1
HHOMBHIYaJIbHAA Macca OTKIIOHAETCS 3a
nipeaenbl 75%-125% ot cpenHeid Macchl.

9 Microbiological purity* /

b) Total combined yeasts and
mould count / Ob1nee uncno
IIPO>OKEBBIX U ILUIECHEBBIX ITPUGOB

c) E. coli

MuxpoGHonorndeckas
qHcTOTa®
a) Total aerobic microbial count / Not Applicable
O6mee yncito a3poOHBIX
MHKPOOPraHH3IMOB
Not Applicable

Not Applicable

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

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

Shall be absent in 1g/ OtcyTcTBHE B 1 T

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykt cooTBeTcTBYET TpeGoBanusm HJT

Conclusion: APPROVED /
3axnwdyenne: ONOBPEHO

Prepared by / IloarotorsneHo: Checked by / IIpoeepeno:
M. Brahmaji- Quality control-

Team Member. -

Member

2

D. Latha - Quality control- Team

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

Member U\SA\D

Print Date /JTaTta: 27-02-2025 Print Date /[lata: 27-02-2025

Print Date /[Tata: 27-02-2025%




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: HerpuH® TabneTky, NOKPHITHIE MIEHOYHOM 06010uK0#H, 10 M

Jnnen3usa Ne

Market / PoiHok : Russia / Poccus

Batch No. / . B2500484 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepnn

Analytical Repo“rt No./ - 2002FP25000422 Date of Analysis / 27-02-2025
AHauTHYeCKHIl oTUeT No JlaTa ananmnsa

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

JlaTa nmpou3BoAcTBA TI'onen go

Mfg. License No. / MA number: /

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

Analysis performed according ND / Ananus nposegen mo HJ: JIIT-Ne(005456)-(PT'-RU)-150524

Ne ]Test / Ilokazarensb Result / PesynbTaTs!

Specification / Hopma

10 Package / YnakoBka

KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 TaGnetok B
NMBX/TIABX//amomunueBom 6aucrepe.
[To 3 GiucTepa BMecTe C TUCTKOM-
BIUTAJBILEM YIAKOBAHBI B IAYKY

a carton. /
[To 10 Tabnerok B

HiK 3 GnmcTepa BMECTE C IMCTKOM-

BKJIaILIILIEM YITAaKOBAHEI 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 / [IpoBoauTcsa NpoU3BOMUTEEM IIPH BEITYCKe TMEPHOIMYECKH: 11 Kaxaoii 20-0¥ cepuM Wik He MeHee 1
pasa B roa. Iloxazarens MoxeT ObITE He BKIOUeH B Ceprudukar aHanuza GUpPMBL

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

[IBX/TIABX//antomunueroM Gnucrepe. Tlo 2

2

Remarks: The Product confirms to ND/
Ipumeuanue: Ilponykt coorBercTByeT TpeGoBanuam HJT

Conclusion: APPROVED /
3axnwuenue: OJIOGPEHO

Prepared by / IToarotoenexo: Checked by / IIposepeno:
M. Brahmaji- Quality control-

Team Member Member

D. Latha - Quality control- Team

WAL

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBomurens
V. Prashanth - Quality Assurance- Team

Member \j\@o

Print Date /ara: 27-02-2025

Print Date /1ara: 27-02-2025

Print Date /Jlata: 27-02-2025




' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Mpoayxr: Lerpun® TabneTKH, NOKPHITHIE IEHOYHOH 06010ukoi, 10 Mr

Market / PuiHok : Russia / Poccus

e : B2500484 EatchiOuantity/ 955 KG /955 KT

Cepus Ne Pazmep cepuu

Analytical Repovrt No./ - 2002FP25000422 Date of Analysis / 27-02-2025

AHaauTHYecKkuii oTaeT No JlaTa ananusa

Date of Manufacture / . 11-02-2025 Date of Expiry / 31-01-2028

Jara npousBoacTea T'oxen 1o

Mfg. License No. / MA ber: /

Ilpou3BoacTBeHHAR : 63/RR/AP/96/F/R s JITI-Ne(005456)-(PT-RU)
Homep PY

JHIEeH3Hs Ne

Analysis performed according ND / Auasauz nposenen no H: JITI-Ne(005456)-(PT'-RU)-150524

API name / Haumenosanune ADC:

Cetirizine dihydrochloride / LleTupusiHa AUrHApOXIOpUL

INN /MHH:

Cetirizine / Ilernpusua

Homep cepun cyGeTanuun npousBoauTtens I'JID:

API manufacturer batch number / BT00-24075
Howmep cepnn npousBoaurens ADC:
FP Manufacturer API Batch number / FBRA00612

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

Glochem Industries Pvt. Ltd., India /
I'noxem Munactpuec I1st. JITn., Ugua

Name, address, authorization No for -FP
manufacturing site / Control site / Release site /
HaunmeHnoBaHmue, agpec, THUEH3HA AR
IIponssoacreenHast miomanka / Ilnomaaka KOHTPOJIS
xadectra / Ilnomaaka 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). / TIpouzBoacTBeHHOE noapasaeneuue-1l,
VYyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynammu
Bunnanx, bauynannmu Maungan, Memguan Manakamxrupu
Juctpukr — 500090, mrat Tenanrana, Munusa (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 (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».

3akmoyenne o coorBercTBHU: «HacTosmuM g1 nmoATBepkaalo, YTO NPUBENEHHAs BhIIE MHPOPMALMs SBJIAETCA NOCTOBEPHON H
TOYHOH. DTa CepHs MPOJYKLHM NpOHU3BeleHa (BKJIOYas YHNAaKOBKY (MapKUPOBKY) M KOHTpOJIb KAueCTBa) Ha BHILIECYKa3aHHOM
NPOU3BOACTBEHHOM nyomaake (IUIolMaaKax) B OJHOM COOTBETCTBHH ¢ TpeboBaHusamu [IpaBun Hagiexaieil MpOU3BOACTBEHHOMN
npakTukd EBpasuiickoro skoHomumdeckoro cotoza (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMHM KOHTPOJII Ka4ecTBa
JIEKAPCTBEHHEIX CPEACTB, a TAK)KE B COOTBETCTBHHU CO CIEMUGHUKAUMAMY, CONEPKALIMMHUCS B PErHCTPALMOHHOM JOCHE CTPaHbI-
UMITOpTEpa. 3aliCH N0 NPOU3BOACTBY, YNIAKOBKE M aHAIN3y MPOBEPEHE], U YCTAHOBIEHO MX COOTBETCTBHE TpeGoBaHusaM [Ipasun
HaJJIeXaIei Npou3BOICTBEHHOI NMpakTUKU EBpasuiickoro 3KOHOMHYECKOTO COr03a».

Remarks: The Product confirms to ND/
IIpumeuanne: Ipoaykt cooTeTcTBYET TpeboBanusM HJT

Conclusion: APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Tloarorosneno:
M. Brahmaji- Quality control-

Team Member Member

Checked by / IIpoeepeHo:
D. Latha - Quality control- Team

~c© ey —

Approved by: Manager/Executive /
Opobpeno: Menemxkep / PykoBoouresnb
V. Prashanth - Quality Assurance- Team
Member

Print Date /Hara: 27-02-2025

Print Date /Jlata: 27-02-2025

Print Date /Jlara: 27-02-2035




