Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: LerpuH® TabneTkH, NOKPHITHIE IIEHOYHOH 060510uKoH, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / . B2500116 Batch Quantity / 955 KG /955 KI"

Cepus No Pasmep cepnu

Analytical Repovrt No./ - 2002FP25000118 Date of Analysis / 24-01-2025

AHaanTHYecKHi oTueT No JlaTa ananuza

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa mpon3BoACTBA T'ogen no

Mfg. License No. / MA ber: /

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

aunen3us Ne

Analysis performed according ND / Ananns nposeger mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

Ne

Test / IlokazaTenn

Result / PesyasTaTsl

Specification / Hopma

1

Description / Onucanne

White coloured, round, biconvex film

pHUCKOHi Ha OHHOIl  CTOpOHE.

IBECTA:

coated tablet with a breakline on one side.film coated tablet with a breakline on one side.
White core on cross section. / KpyrnsieWhite to off-white core on cross section.

ITBOSIKOBEIITYKJIBIE TaOJIETKH, NOKpeiThIeKpyriee
[UIEHOYHOHM 000JI0YKOi Gesioro IBeTa, CNoKphIThE IIEHOYHOH 060104Kofi Oeoro M
Hajnouti Gesoro mBera, ¢ pUCKOM Ha OAHOMN
nomepeyHOM pazpese — sapo Oenorocropone. Ha momepedHoM paspese  sApo OT

White or off white coloured, round, biconvex]

JIBOSIKOBBINTYKJIBIE TabNeTKH,

Genoro go nmovry 6enoro Leera. -

Tdeulificativn /
NpenTndurkanns

HPLC / B3XXX

The teteutivu tise vl the wain peak in hefThe (etention time of the main peak in the
chromatogram of test solution complyjchromatogram of test solution should comply
with the retention time of the main peakwith 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 yImepKHBaHMs OCHOBHOTO NHKa Ha
BpeMs yOep>KUBaHUs OCHOBHOTO MUKA HAXPOMATOTPaMME  HCHBITYEMOTO  PacTBOP:

XpOMaTorpaMMe HCIIBITYEMOTO pac"mop%conmuo COOTBETCTBOBATH BpEMEHH
COOTBETCTBYET BpPEMEHH YHepKHBaHHAYIEPKUBAHHA OCHOBHOTO NUKa Ha
OCHOBHOrO INHKa Ha XpPOMaTOrpaMMEXpOMATorpaMMeé  CTaHIApTHOIO  pacTBOp

CTAaHIAPTHOTO  pacTBOpa UETHPH3HHALETHPH3HHA THAPOXJIOpUAA (paznen
rUAPOXJIOpUIa. «KonmuecTBeHHOE ONpeeIcHHEY).

Remarks: The Product confirms to ND/
IIpumeuanne: [Ipoaykrt cooTBercTBYeT TpeGoBanuam HJL

Conclusion: APPROVED /
3axkmwodenne: OJJOBPEHO

Prepared by / IloarotoeneHo:

D. Latha- Quality control-
Team Member \_Eﬁ’d

Checked by / IIpoBepeno:

K.V.V. Satyanarayana - Quali&

Approved by: Manager/Executive /
Ono6peno: MeHemkep / Pykopoautens
Ahamadullah Mohamrréwuality Assurance-

Team Member §A

Print Date /data: 25-01-2025

control- Team Member
Print Date /Hara: 25-01-2025

Print Date /Jata: 25-01-2025




Drl Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIMU3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: Hetpun® TabneTky, NOKPHITHE INIEHOYHOM 000104Koii, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / . B2500116 Batch Quantity / 955 KG / 955 KT

Cepus Ne Paszmep cepnn

Analytical Repovrt No. / . 2002FP25000118 Date of Analysis / 24-01-2025

AnaauTnyeckui oryer Ne Jarta ananusa

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

Jara npou3BoacTBa T'ogen no

Mfg. License No. / MA ber: /

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

JuneH3ns Ne

Analysis performed according ND / Ananu3 npoeeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

Ne Test / IloxazaTenn Result / Pe3yabTaTsl

Specification / Hopma

UV- spectrophotometry /
Y ®- cnektpodoroMeTpus

Complies / Cooteercreyer

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. / YV ®-crnekTps! NOrIOMEHHs HCIIBITYEMOTo|
pacTBOpa M CTaHOApPTHOIO  pacTBOpd
- HeTHpH3MHA TMAPOXJIOpHAa B obmactu ot 200
mo 400 HM MJODKHBEI MMEThH MaKCHMYMEBI
MOTJIOMIEHHA TpPH OAHOH W TOU XK€ IJIMHE]
BOJTHE] C JOIIYCTHMEIM OTKJIOHSHHEM * 2 HM,

3 Water content/
CogepxaHue BOABI

3.1% wiw /3,1%

[Not more than 8.0% /
IHe 6osee 8,0 %

4 Uniformity of dosage units /
OBHOPOAHOCTE HO3HPOBAHHBIX
eTHHHUILL

2.0/2,0

Acceptance value (AV) should be not more
than 15.0 / ITokasarens npuemneMoctu (AV)
\momKkeH 6biTh He Gonee 15,0.

5 Dissolution / PacTBopenne

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

Not less than 80% (Q) of the labeled amount
of C21H25CIN204-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
LB: % (Q) OT HOMHHANBLHOTO COLEPIKAHHUS

Cz

1H25CIN203-2HCI (uerupuznna
ruapoxnopun) yepes 30 MUH.

Remarks: The Product confirms to ND/
Ilpumeyanne: IIpoxykT cooTBeTcTBYET Tpeboranusam HJJ

Conclusion: APPROVED /
3axkmwuenne: OJTOBPEHO

Prepared by / IToarorornexo: Checked by / IlporepeHro:
D. Latha- Quality control-

Team Member ! (z »

K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosogurens
Ahamadullah Mohammad - Quality Assurance-

Team Member | W

Print Date /Tata: 25-01-2025 Print Date /JJata: 25-01-2025

Print Date /Jlata: 25-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIN3A

Product: Cetrine film coated tablets,

10 mg

Ipoaykr: LerpuH® TabneTKH, MOKPHITHIE IUICHOYHOM 060104K0id, 10 MI

Market / Poinox : Russia / Poccus

Batch No. / . B2500116 Batch Quantity / 955 KG /955 KT

Cepnsi Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25000118 Date of Analysis / 24-01-2025

ABaJHTHYeCKHii oTyeT Ne JaTa anasmsa

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3zBoacTBa Togen no

Mfg. License No. / MA ber: /

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

JuueH3us Ne

Analysis performed according ND / Asaau3 nposenen mo HJI: JII-Ne(005456)-(PT'-RU)-150524

WNe Test / IloxasaTens Result / PesyabTaThl Specification / Hopma
6 Impurities / [Ipumecn ;
Not detected / He o6HapyxeHa
Impurity A /
[pumecs A Less than LOQ (LOQ = 0.010%) / Huwxe [Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Mpeena KOJTMYECTBEHHOTO OINMPEeASIeHHA
[Tpumecs B (ITKO = 0,010%) INot more than 0.2 % / ue 6o0xnee 0,2 %
Impurity C /
[pumecs C Less than LOQ (LOQ = 0.017%) / Hixe [Not more than 0.2 % / He 6onee 0,2 %
Impurity D / npenena KOJIMYECTBEHHOT O OfipeAeieHHs
[Mpumect D ITK.Q = 0,017%) Mot more than 0.2 % / e Gomnee 0,2 %
Impurity E /
[Tpumecs E INot detected / He o6Hapykxena Not more than 0.2 % / ne 6osnee 0,2 %
Impurity F /
[pumecs F 0.02% / 0,02% Not more than 0.2 % / He 6ouee 0,2 %
Any individual unidentified Less than Limit of Detection (LOD =
impurity / Jlto6as enuHHYHAas 0.015%) / Hike npenena obHapyxkeHus [Not more than 0.2 % /
HeunenTnduumporannas npumecs (110 = 0,015%) He 6onee 0,2 %
0.07%/ 0,07%
ITotal impurities / 0.1%/0,1% Not more than 2.0% /
CymMa npuMecei He 6onee 2,0%
7 Assay / KonnvecTBenHoe Not less than 9.0 mg and not more than
onpeaeeHne 11.0 mg Cz1H25CIN>O3-2HCI (cetirizine
9.91 mg/ 9,91 Mr dihydroch]fride) in tableft (between 90,0 %
99.1% /99 1% and 110,0 % of label claim)./ Ot 9,0 mMr g0
i 11,0 mr C3;H,5CIN2O5-2HCI (uetupusuHa
nuruapoxnopua) B Tabnerke (ot 90,0 % no
110,0 % OT HOMHHAIBLHOTO COAEPXKAHHUA).

Remarks: The Product confirms to ND/
Ipumeuanue: IlpoaykT coorBeTcTBYET Tpebopanusm HJI

Conclusion: APPROVED /
3akmoudenne: OJOBPEHO

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

Team Member

Checked by / IlposepeHo:

K.V.V. Satyanarayana - Qugity
control- Team Member

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykooaurelnsb

Ahamadullah Mohammad - Quality Assurance-
Team Member 6‘-’5 / _

Print Date /MTara: 25-01-2025

Print Date /dara: 25-01-2025

Print Date /Jlata: 25-01-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykT: llerpuH® TabneTkH, NOKPHITHIE MNEHOYHOH obooukoi, 10 mr
Market / Poinok : Russia / Poccus
Batch No. / . B2500116 Batch Quantity / 955 KG / 955 KT
Cepusi Ne Pazmep cepuu
Analytical Repo“rt No./ . 2002FP25000118 Date of Analysis / 24-01-2025
AHanuTHYeckmii oTyeT No JlaTa anannsa
Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027
JlaTa npouszBoaCTBa Tomen mo
Mfg. License No. / MA ber: /
TpousBoacTBeHHAs : 63/RR/AP/96/F/R it JIT-Ne(005456)-(PT-RU)
Homep PY

JaueH3us Ne
Analysis performed according ND / Auanns nposegen mo HJL: JITI-Ne(005456)-(PI'-RU)-150524

LN'_J Test / IlokazaTenn Result / Pe3ynbTaThl

Specification / Hopma

8 Subdivision of tablets /
Jlenenue Ta0J1eTOK

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 TPeOOBAHIM, €CIIH
He Gonee 1 equHUUHAS Macca OTKIIOHAETCS 3a
npenennt §3%-113% QT cpeanen Macekl,
TabneTkH He COOTBETCTRYIOT TpeOOBaHUSAM,
ecnu OoJiee yeM 1 MHAUBUAYaJIbHAA Macca
OTKJIOHAETCH OT STHX MPEAEIIOB WY, ecnu 1
WHAHBHIYANbHAA Macca OTKIIOHASTCH 32
nipenens! 75%-125% oT cpenHe# MacCH.

9 Microbiological purity* /

MuxkpoGuonornyeckasn
qucToTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
O0mee 4ucio a’3poOHBIX He Gonee 1000 KOE/r
MHKPOOpPTraHU3MOB
Not Applicable
b) Total combined yeasts and INot more than 100 CFU/g /
mould count / Obmee 4ucno He Gonee 100 KOE/r
IPOJMOKEBBIX H ILUIECHEBBIX rpuboB
c) E. coli Not Applicable Shall be absent in 1g/ OtcyrcTBue B 1 r

Remarks: The Product confirms to ND/
IIpumevanue: IlpoaykT cooTBeTcTBYET Tpebopanmwim HJI

Conclusion: APPROVED /
3axmouenune: OJOBPEHO

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

K.V.V. Satyanarayana - Quali
control- Team Member %

Approved by: Manager/Executive /

OpoOpetno: Menemxkep / Pykoroauressb
Ahamadullah Mohammad - Quality Assurance-
Team Member

Print Date /lata: 25-01-2025 Print Date /Jlata: 25-01-2025

Print Date /JlaTa: 25-01-2025




Dr. Ready’s “5.‘

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: Letpun® TabneTku, NOKPLITHIE TWIEHOYHOM 060510uKoi, 10 MI

Market / Puinok : Russia / Poccus

Batch No. / . B2500116 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000118 Date of Analysis / 24-01-2025

AHATHTHYECKHIT oTyeT No Jarta aHannza

Date of Manufacture / . 20-12-2024 Date of Expiry / 30-11-2027

JaTa npou3BoacTBa Topen no

Mfg. License No. / MA ber: /

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

JuueH3usi Ne

Analysis performed according ND / Anann3 nposenen no HJI: JIII-Ne(005456)-(PT-RU)-150524

No Test / IlokaszaTenn

Result / Pe3yabTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 tabneTok B
[MBX/TIABX//amomuuueBoM GiucTepe.
[To 3 6mucTepa BMECTE € JIUCTKOM-
BKNAABILIEM YIIAKOBAHEI B MAYKY

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

[To 10 tabnerok B
[IBX/TTABX//antomunuesom Giuctepe. 1o 2
WiH 3 GnucTepa BMECTE C JINCTKOM-

KapTOHHYIO.

KNabILIEeM YIIaKOBaHbI B MaUKy 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 / IIpoBoanTCA NPOU3BOAUTENIEM IIPH BHIIIyCKE IIEPUOMVYCCKH: s Ko 20-0if cepun uiu He MeHee 1
pasa B ron. ITokasarens MoxeT OBITh He BkroueH B CepTudumxar aHamuza GupMsL.

Remarks: The Product confirms to ND/
Ilpumeuanne: [Ipoaykr cootBercTByeT TpeboBaHmsam HJI

Conclusion: APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / IloaroToreHo: Checked by / IIpoeepeHo:
D. Latha- Quality control-

Team Member | g: ?

K.V.V. Satyanarayana - Qualjty
control- Team Member

Approved by: Manager/Executive /

Ono6penHo: Menenxep / PykoBoauTeins
Ahamadullah Mohammad - Quality Assurance-
Team Member

Print Date /JTata: 25-01-2025 Print Date /Jlara: 25-01-2025

Print Date /JTara: 25-01-2025




Dr Reddy’s Qi’-

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Letpua® TabieTku, MOKPEITHIE INIEHOYHOM 06010uk0if, 10 Mr

Market / Poinok : Russia / Poccus

BatchiNo: / : B2500116 tatch Quantitg . 955KG /955 KT

Cepusi Ne Pasmep cepum

Analytical Repo“rt No./ . 2002FP25000118 Date of Analysis / . 24-01-2025

AHanuTn4eckuii oryer Ne Mara anaJsmsa

Date of Manufacture / . 20-12-2024 Date of Expiry / . 30-11-2027

Jara npoussoacTea Tonen o

Mfg. License No. / MA number: /

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

JauneH3ust Ne

Analysis performed according ND / Auannz npoeegen o HII: JITT-Ne(005456)-(PI'-RU)-150524

API name / Haumenoanne A®C: Cetirizine dihydrochloride / LleTnpr3uHa Juruapoxinopun

INN / MHH: ) Cetirizine / Hetnpuzun

API manufacturer batch number / BT00-24065

Homep cepun npouspoaurea APC:

FP Manufacturer API Batch number / FBRAO00563

Homep cepun cyGeranunu npoussoaurens I'JId:

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

IIpoussoantens ADC, crpana: I'noxem Unpactpuec IBT. JIta., Uanus

Name, address, authorization No for P = Formulation Tech Ops — I, Survey No. 42p, 43, 44p, 45p,46p,

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

Haumenosanue, anpec, THUEHIAA 18 Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpousBoacTeenHas maomankia / Iliomagxka KOHTPOJISA 63/RR/AP/96/F/R). / IIpouzBoacTBeHHOE noapazaenenue-1I,

kadectBa / Ilnomaaka Belmycka Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Buwinamxk, badynannu Mangan, Meguan Manakaokrupu
Huctpukr — 500090, wrar Tenanrana, Maaus (JIunensus 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».

3aknioueHne o coorBercTBHM: «HacTOAIMM S MOATBEP)KAAIO, YTO NMPUBEACHHAS BEIe HHQOpMaLWs ABIAETCS HOCTOBEPHOH U
TOYHOM. DTa cepus NMPOAYKUMH Npou3BefeHa (BKIIOUYAas YMAKOBKY (MapKUpOBKY) M KOHTPOJIb KayeCTBa) Ha BhINIEyKa3aHHOM
MPOU3BOJICTBEHHOH Iomanke (IUIomaaKax) B MOJHOM COOTBETCTBUH ¢ TpeboanusaMu IIpaBun Haasexameld Mpou3BOACTBEHHOH
npakTukd EBpasuiickoro skoHoMmuueckoro corza (GMP/EAEU/RU/00573-2022) u TpeboBaHUAMH KOHTPONS KadecTBa
JIEKapCTBEHHBIX CPECTB, a TaKKe B COOTBETCTBUU CO CHCHUGPUKAIMSIMH, COACPIKAIMUMHC B PETHCTPALIMOHHOM JOCBE CTPAHEI-
HMITOpTepa. 3amucy 10 MPOU3BOJCTBY, YIIAKOBKE U aHAM3Y MPOBEPCHBL, U YCTAHORIIEHO WX COOTBETCTBHE TpeGopaHHAM IIpapun
HajJIexalleil IPOU3BOJICTBEHHOM NMPakTHKH EBpasuiickoro 3SKOHOMHYECKOTO COK03a).

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

Ipumeuanne: IlpoaykT cooTBeTcTBYET Tpebopanmsim HJJ 3akawyenne: ONOBPEHO

Prepared by / IToaroroeineHo: Checked by / ITpoepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Quali Opobpeno: Menemxep / PykoBopurens

Team Member control- Team Member %‘ Ahamadullah Mohammad - Quality Assurance-
) '-?gaa,— Team Member ﬂ!f“ﬂ“‘”‘i

Print Date /Jlata: 25-01-2025 Print Date /[Jara: 25-01-2025 Print Date /Mara: 25-01-2025




