Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: LleTpu® TabneTku, MOKPHITHIE TICHOYHOM 060J1049KoH, 10 M

Market / Prinok : Russia / Poccus

Jg atehREE ¢ : B2500117 Batch Quantity / 955 KG /955 KI

Cepus No Pasmep cepun

Analytical Repovrt No./ . 2002FP25000140 Date of Analysis / 27-01-2025

AnanutHuyeckHii otyet Ne Jata ananuza

Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027

JlaTa npon3BoacTBa Togen o

Mfg. License No. / MA number /

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

JHLEeH3Hs Ne

Analysis performed according ND / Anaauns nposenen mo HJI: JITI-Ne(005456)-(PI™-RU)-150524

No 'Test / IloxazaTensn Result / PezyabTaThl

Specification / Hopma

1 Description / Onncanune

PHCKOM Ha OHHOM  CTOpOHE.

BETA.

White coloured, round, biconvex film
coated tablet with a breakline on one side,
White core on cross section. / Kpyrinsie
NBOSKOBRINYKNBIE Tabnerku, MOKphIThieKpyribie
IUIEHOYHOM 000n04YKoi 6eIoro LBera, ¢

norepeyHoM paspeze — sagpo OGemoro

OBOSIKOBBIITYKJIBIC

6enoro Ao moutH 6e10ro 1BETA,

Identification / The retention time of the main peak in

Hydrochloride  reference  stand

solution. /

OCHORHOTO THWKa Ha
CTaHZApTHOrO  pacTBOpa
FHAPOXIIOpHIA.

NaenTndukanuns chromatogram of test solution comply|
with the retention time of the main peak
HPLC / BOXX in the chromatogram of Cetirizine

BpeMsi yepKHBaHHA OCHOBHOTO ITHKa HAXPOMAaTOTrpamMmMe
XPOMaTOrpaMme HCIBITYEMOTO PacTBOPAIOIKHO
COOTBETCTBYET BPEMEHH YACP)KUBaAHWUAYIACP/KHUBAHHA
XPOMaTOrpaAMMEXpPOMaTOrpamMme
HETHPH3HHALETHPH3MHA

the

HCIIBITYEMOrO
COOTBETCTBOBATh
OCHOBHOTO
CTAHAAPTHOIO
THAPOXJIOpHIA
«KonnyecTBeHHOE OTIpeeIeHUe» ).

IMUuKa

Remarks: The Product confirms to ND/
IIpumeuanne: IlponykT cooTseTcTBYeT TpeboranusM H]I

Conclusion: APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / IToarorosineHo: Checked by / Ilpoeepero:
D. Latha- Quality control- N.V. Krishna - Quality control- Team
Team Member Member

A

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

Member
i)

Print Date /[Jata: 27-01-2025 Print Date /[ara: 27-01-2025

Print Date /Hata: 27-01-2025 |

White or off white coloured, round, biconvex
film coated tablet with a breakline on one side.
White to off-white core on cross section.

Ta0JIETKH,
MOKpHITHIE INIEHOYHOH 0bonouKkoii 6enoro wim
Hanoutu Gemoro uBera, ¢ pUCKOM Ha OIHOM
cropore. Ha momepeyHoM paspese sapo OT|

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
ardreference standard solution (section "Assay").

Bpems ymep>KWUBaHMS OCHOBHOI'O IIHKa Hal
pacTBop.
BpeMeH

pacrteopa
(pasnen




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJN3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykT: LeTpuH® TabneTku, NOKPEITHIE IIEHOYHOM 060104KOH, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500117 Batch Quantity / 955 KG / 955 KT

Cepns Ne Pasmep cepun

Analytical Repo“rt No./ . 2002FP25000140 Date of Analysis / 27.01-2025

AHanuTnyeckuii oTueT No Jara ananuza

Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027

JlaTa npou3BoacTBa Toaen go

Mfg. License No. / MA number: /

IIpon3BoacTBeHHast : 63/RR/AP/96/F/R er: :  JIII-Ne(005456)~(PT"-RU)
Homep PY

Junensus Ne

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

INe Test / IlokaszaTens

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
V- criektpodoTOMeTpHs

Camplies / 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 ®-crnekTphl HOrJIOMEHHS HCIBITYEMOT0
pacTBOpa W CTaHZApPTHOIO pacrsopa1
LIeTHPM3HMHA THApPOXJIOpHAA B obnactu ot 200
no 400 HM [JODKHBEI HMETh MaKCHMYMEI
MOTJIOMIEHUs] NpPH OJHOM WM TOH e INuHE
BOJIHEI C IOIIYCTHMBIM OTKJIOHEHHEM + 2 HM.

Water content/
ConepxaHue BoAbI

2.5% w/w /2,5%

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

Uniformity of dosage units /
OaHOPOAHOCTL X03UPOBAHH
eIMHUI

BIX 56/5,6

Acceptance value (AV) should be not more
than 15.0 / ITokaszarens npuemmemoctu (AV
nomxeH ObITh He Gonee 15,0.

Dissolution / PacTBopenne

98%, 98%, 98%, 98%, 96%, 99%

Not less than 80% (Q) of the labeled amount
of C21HzsCIN;O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He MeHee
80 % (Q) oT HOMHHAJIBHOTO COOEPKAHUA
C21H25CIN;05-2HCI (uetuprsuna
JIHrHAPOXJ0pHA) Yepes 30 MUH.

Remarks: The Product confirms to ND/
IIpumeuanne: IlponykT coorBeTcTBYeT TpebopanusM HJI

Conclusion: APPROVED /
3axmwuenne: OIOBPEHO

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

Team Member ( fé E

Checked by / ITpoeepeHo:
N.V. Krishna - Quality control- Team

Member é

Approved by: Manager/Executive /
OnoGpeno: Mernemxkep / PykoBoaurenn
V. Prashanth - Quality Assurance- Team

Member L &

Print Date /JIata: 27-01-2025

Print Date /[darta: 27-01-2025

Print Date /Jlata: 27-01-2025 |




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
HMpoaykr: Uerpun® TabneTkH, NOKPHITHE MIEHOYHOH 00osioukoi, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2500117 Batch Quantity / 955 KG / 955 KT

Cepust Ne Pazmep cepun

Analytical Repo“rt No./ . 2002FP25000140 Date of Analysis / 27.01-2025

AHaauTHYecKnii oT4eT No JlaTa anaju3a

Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027

JaTa npousBoacTBA T'ogen go

Mifg. License No. / MA number: /

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

JnueH3ust Ne

Analysis performed according ND / Anaau3s nposenes no HJI: JITI-Ne(005456)-(PT-RU)-150524

WNe |Test / Iloxa3zarenn Result / PesyabTaThl Specification / Hopma
6 Impurities / Ilpumecu
Impurity A / INot detected / He o6napyxeHa
IIpumecs A Not more than 0.2 % / ve 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Hike
IIpumece B npenesa KOJUYECTBEHHOTO onpeaeneHnaNot more than 0.2 % / ne 6onee 0,2 %
Impurity C / (TIKO = 0,010%)
[Mpumecs C v Not more than 0.2 % / He 6o1ee 0,2 %
Impurity D / 0.02% / 0,02%
IMpumece D Not more than 0.2 % / He 6o1ee 0,2 %
Impurity E / Not detected / He o6Hapy»xena
[Ipumeck E Not more than 0.2 % / ve 6onee 0,2 %
Impurity F / 0.03%/0,03%
[Tpumecs F Not more than 0.2 % / e 6onee 0,2 %
Not detected / He o6Hapy»xeHa
Any individual unidentified
impurity / Jlrobas enuHU4YHas 0.06% / 0,06% Not more than 0.2 % /
HeuaeHTUHIMPOBaHHAsA IPUMECh He Ooxnee 0,2 %
ITotal impurities / 0.2%/0,2% INot more than 2.0% /
CymMa mmpuMeceit He 6onee 2,0%
7 Assay / KoandecTBeHHOE INot less than 9.0 mg and not more than
onpegeieHue 11.0 mg Cz1HasCIN>O3-2HCI (cetirizine
9.96 mg/ 9,96 wr dihyd:ochlooride) in table.t (between 90,0 %
99.6% / 99.6% and 110,0 % of label claim)./ Ot 9,0 Mr oo
’ 11,0 mMr C3;H25CIN,O5-2HCI (uetupusuna
inuruapoxnopua) B Tabnerke (ot 90,0 % mo
110,0 % OT HOMHHAJILHOTO COAEPKaHMA).

Remarks: The Product confirms to ND/
Ipumeuanne: IpomykT cooTBeTcTBYET TpeboBanusM HJT

Conclusion: APPROVED /
Zaxawdyenne: OJOBPEHO

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

Team Member ngﬁ—

Checked by / IIpoeepeHo:
N.V. Krishna - Quality control- Team

Member {g’

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

Member m p

Print Date /dara: 27-01-2025

Print Date /Jlata: 27-01-2025

Print Date /Jlata: 27-01-2025




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHOHNKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: Herpuu® TabneTku, MOKPHITHIE TIEHOYHOM 06010uKoi1, 10 Mr

Market / PoiHok : Russia / Poccust

Batch No. / . B2500117 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25000140 Date of Analysis / 27-01-2025

AHanuTH4YecKuii oTueT Ne JaTa ananmn3a

Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027

JlaTa nponsBoacTBa T'ogen oo

Mfg. License No. / MA ber: /

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

JuueH3us Ne

Analysis performed according ND / Ananu3s nposeaen no HII: JITI-Ne(005456)-(PT-RU)-150524

Test / IlokazaTenn Res

(]

ult / PesynnTaThl

Specification / Hopma

Complies / CoorBercreyer

The tablets comply with the test, if not more
thau 1 individual miass is vutside the linits vf
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. /
TabneTKH COOTBETCTBYIOT TPeOOBAHUAM, €CITH
He Gostee 1 efMHNYHAs Macca OTKJIOHAETCS 3a
npenenst 85%-115% or cpenueii Macchl.
TabneTky He COOTBETCTBYIOT TPeGOBAHUSM,
ecni Oosee yeM 1 MHAMBHAYaJIbHAsA Macca
OTKJIOHAETCA OT STHUX HPEACIIOB WIH, eciH 1
MHIMBHAYyalIbHas Macca OTKIIOHAETCA 3a
npenens 75%-125% ot cpenHeii MaccHL.

8 Subdivision of tablets /
Jcxemc TaGJCToR

9 Microbiological purity* /
Muxpobuonoruyeckas
YHCTOTA™

a) Total aerobic microbial count /
Ob61mee yucno a3poOHEIX
MHUKpPOOPraHU3MOB

b) Total combined yeasts and

mould count / O6miee yucno
NPOACKEBBIX U IUIECHEBEIX TPUGOB

c) E. coli

Less than 10 CFU/g/
Memnee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absent in 1g / OrcyrcByer B Ir

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

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

Shall be absent in 1g/ Orcyrcreue B 1

Remarks: The Product confirms to ND/

ITpumeuanmne: Ilpoaykt coorseTcTBYeT TpeGoBanmsaM HJT

Conclusion: APPROVED /
3axawouenne: OJJOBPEHO

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

Team Member Member

Checked by / IlpoeepeHo:
N.V. Krishna - Quality control- Team

/-%

Approved by: Manager/Executive /
Opo6peno: Menemxep / Pykopoaurens
V. Prashanth - Quality Assurance- Team

Member i &

Print Date //Iata: 27-01-2025

Print Date /JTata: 27-01-2025

Print Date /JTara: 27-01-2023




Dr.Reddy’s “6.‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: LeTpun® TabneTky, HOKPLITHIE IUIEHOUHOM 0005104K0id, 10 Mr

Market / PoiHOK : Russia / Poccust

Batch No. / . B2500117 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000140 Date of Analysis / 27-01-2025

AHaTUTHYeCKHH 0T4eT No JlaTra anaamu3za

Date of Manufacture / . 02-01-2025 Date of Expiry / 31-12-2027

JlaTta mpousBoacTBa Tonen go

Mfg. License No. / MA ber: /

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

JIHUEeH3UA No

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

Ne est / IlokazaTean

Result / PesyabTaThl

Specification / Hopma

10 Package / YnakxoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / TTo 10 taGnerok B
[To 3 6iaucrepa BMecTe C IMCTKOM-

BKJTA/IBILIEM YIAKOBAHEI B [IAUKY
KApPTOHHYIO.

blister. 3 blistets and patient information

[BX/ITIBX//amoMunuesomM Onucrepe.

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient intormation leatlet in
la carton. /

o 10 Tabnerok B
TIBX/TIABX//amomunneBoM 6muctepe. 1o 2
1K 3 GnUcTepa BMECTE C JINCTKOM-
BKIAbILIEM YIIAKOBaHBI B NaYKy 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 / IIpoBOAHTCS MPOM3BOAKUTENEM NPH BEIIYCKE MEPUONMYIECKH: s Kaxmoi 20-0i cepuu wiu He MeHee 1
paza B rox. Iloka3atesns MoxeT ObITh He BkodeH B Ceprudukar aHammsa GUpMEL.

Remarks: The Product confirms to ND/
Ilpumeuanue: Iponykt coorpercTryeT TpeGopanuam HJI

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Ilonroroeiexo:
D. Latha- Quality control-
Team Member

Checked by / IIposepeno:
N.V. Krishna - Quality control- Team

Member %
¥

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

Print Date /JTata: 27-01-2025

Print Date /Mara: 27-01-2025

Print Date /[lara: 27-01-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykr: LeTpun® TabseTku, OKPHITEIE MIEHOUHOM 06010uK0MH, 10 Mr
Market / Peinok : Russia / Poccus
g el NG/ : B2500117 geatcpantilysl . 955KG/955 KT
Cepusa Ne Pasmep cepun
Analytical Repovrt No./ . 2002FP25000140 Date of Analysis / . 27-01-2025
AnasuTH4eckui oTuer No JaTta ananusa
Date of Manufacture / . 02-01-2025 Date of Expiry / . 31-12-2027
JlaTa npou3sojacTrea T'open oo
Mfg. License No. / MA number-: /
IIpou3BoacTBeHHAS : 63/RR/AP/96/F/R er: JITI-Ne(005456)-(PT-RU)
Homep PY
JIMIeH3us Ne
Analysis performed according ND / Ananns nposegen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

API name / HaumeHoBanue A®@C: Cetirizine dihydrochloride / IleTnpuznna JUrUAPOXIOPHT

INN / MHH: ; Cetirizine / Lletupusux

API manufacturer batch number / BT00X24006, BT00-24065

Howmep cepnu npoussoantens A@C:

FP Manufacturer API Batch number / FBRA00615, FBRA00563

Homep cepuu cyO6cranuun npousBoautens IJID:

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

IlpousBoauteanr A®C, crpana: I'noxem Uupactpuec IBT. JItn., UHaua

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

HaunmeHoBaHHe, ajpec, THLEH3NS JJIs Malkajgiri Distrist — 500090, Telangana State, India (license No

IlponseoacTeenHas miomaaka / Ilomaaka KoHTpOIs 63/RR/AP/96/F/R). / TIponzBoacTBeHHOE MoapasaeneHue-11,

kadectsa / Ilnomanka BeImycka Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynammm

Bunmnamxk, bauynannu Manpan, Meauan Manakamkrupu
Huctpukrt — 500090, witat Tenaurana, Uanus (JluueHzus 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».

3akJI049eHHe 0 cooTBercTBHM: «HacTosmuM s noATBEepAa0, UTO MpUBEAEHHAS Bhile MHGOPMAIUS SBIACTCA NOCTOBEPHOM ¥
TOYHOH. OTa cepus NPOAYKUMU Npou3BeleHa (BKIIOYAs YNakOBKY (MapKHPOBKY) M KOHTpOJb Ka4eCTBA) HA BBIICYKAa3aHHOM
NIPOM3BOACTBEHHOM Muomanke (IUIolNaKax) B MOJIHOM COOTBETCTBHH ¢ TpeGoBaHUaMu [IpaBui Haajexaineil npou3BOCTBEHHOM
npakTHkH Espasuiickoro skoHomuueckoro comosza (GMP/EAEU/RU/00573-2022) u TtpeGoBaHMAMH KOHTPOJIS KadecTBa
JIEKAPCTBEHHEIX CPENCTB, a TAlOKe B COOTBETCTBHM CO CrelUGHKALMAMH, COAEPKAIIMMHUCA B PErMCTPAIIMOHHOM HOCHE CTPaHbI-
HMMIIOpTepa. 3anucH MO NPOM3BOJCTRY, YIIAKOBKE U aHAIM3y NPOBEPEHbl, M YCTAHOBIEHO UX COOTBETCTBHE TpeGoBaHuAM [IpaBun
HaJyIexaIel Mpou3BOICTBEHHOM NpakTUkU EBpazniickoro 5KOHOMHYECKOTO COI03ay.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
ITpumeuanne: Ilpoaykr cooTBeTcTBYET TpeboBanusm HIT 3axkmovuenne: OJJOBPEHO

Prepared by / IToarorossneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- N.V. Krishna - Quality control- Team Ono6peno: Menemxkep / Pykoeoaurens

Team Member | Member , V. Prashanth - Quality Assurance- Team
,é Member l’ﬂﬂp

Print Date /Mata: 27-01-2025 Print Date /Hara: 27-01-2025 Print Date /[lata: 27-01-2025




