Dr. Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Llerpua® Tabnerku, MOKPHITHIE THNIEHOYHOM 06004KO0i, 10 MI

Market / Poinox : Russia / Poccus

Batch No. / . B2500051 Batch Quantity / 955 KG / 955 KT’

Cepusi Ne Pasmep cepun

Analytical Repourt No./ - 2002FP25000031 Date of Analysis / 13-01-2025

AHanuTH4YeckHnii ordet No JarTa anaan3za

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

Jara nponssoacTea T'oxen no

Mfg. License No. / MA number: /

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

JuneH3usa Ne

Analysis performed according ND / Ananuz npoeenen mo HJI: JII-Ne(005456)-(PI-RU)-150524

No Test / IlokazaTenn

Result / PesynbTaTe!

Specification / Hopma

White coloured, round, biconvex film|
coated tablet with a breakline on one side.
White core on cross section. / Kpyrnsie
\TBOSIKOBBIMYKJIbIE TAOJICTKH, TOKPHIThIE
IUIEHOYHOU 006oJsioukoii 6enoro ngera, ¢
puckoil Ha OAHOH  CTOpOHe.
[OIIepEeYHOM paspese — sapo Gesnoro
[BETA. -

Hanoutn 6Genoro nBera, ¢ puUCKON Ha OOHOM

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

Kpyrnsie JIBOSIKOBBIYKJIbIE TabaeTKH,
MOKPBITHIE TUIEHOYHOM 06071049K0k Genoro uim

cTopoHe. Ha momepeuHoMm paspese sapo ol
©enoro 10 moyty Genoro nBera. -«

1. Description / Onucanue
2 Identification /
Hpenrudukanus
HPLC / BOXXX

The retention time of the main peak in the
chramatngram of test solution comply]
with the retention time of the main peak
in the chromatogram of Cetirizing

The retention time of the main peak in the
chromatagram of test solution should comply
with the retention time of the main peak in thej
chromatogram of Cetirizine Hydrochloride

Hydrochloride  reference  standardreference standard solution (section "Assay").
solution. / Bpems yaepKUBaHMS OCHOBHOIO IHMKA Ha
Bpewms ynep>KHBaHHS OCHOBHOTO MUK HAXPOMATOTPAMME  MCIBITYEMOTO  PacTBOp
XpOMaTorpaMMme HCIIBITYEMOro PacTBOPANCIKHO COOTBETCTBOBATH BpeMeHH
COOTBETCTBYET BPEMEHHU YIACPIKHBAHMSAYIEPKHUBAHUA OCHOBHOTO mMKa  Ha
OCHOBHOIO TIIHKa Ha XPOMATOrpaMMeXpOMaTOrpaMMe  CTaHOapTHOrO  PacrBOp
CTAHIAPTHOI'O PacTBOpa LETMPH3IMHALETHPU3MHA THAPOXJIOpHOA (pazzen
CHAPOXIIOPHIA. «KoHuecTBEHHOE ONpeneIcHue»).

Remarks: The Product confirms to ND/

IIpumeuanne: IponykT cooTBeTcTRYET Tpeboranusm HJJ

Conclusion: APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / ITonroroeneHo:
Y. Venkateswarao- Quality

control- Team?;:mber

Checked by / IIposepeHo:

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

Approved by: Manager/Executive /
Opno6peHo: Menemxep / Pykosoaurens
Ajay Kumar - Quality Assurance- Team

Member N
Ce]

Print Date /lara: 13-01-2025

Print Date /Jata: 13-01-2025

Print Date /Mara: 13-01-2025




' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: LeTpuH® TabneTKkH, MOKPHITHIE MIEHO4HOH 060104K0#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2500051 Batch Quantity / 955 KG / 955 KI'

Cepua Ne Pazmep cepuu

Analytical Repovrt No. / . 2002FP25000031 Date of Analysis / 13-01-2025

AnaguTudecknii oTdeT Ne JaTta anannza

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

JlaTa npou3BoAcCTBa I'open xo

Mfg. License No. / MA ber: /

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

anuen3us No

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

\Ne Test / IloxazaTennb

Result / PeayabTaTs!

Specification / Hopma

UV- spectrophotometry. /
Y®- cnekrpodoromMeTpHs

Complies / CooTBeTCTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
olution 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 ®-crnexTphl NOrJIOMEHN UCTTBITYEMOTO
pacTteopa M CTaHOApTHOrO  pacTBOpa
LEeTHpH3HHA ruapoxyopuaa B obnacru ot 200
o 400 HM JOKHBI HMETh MaKCHMYME]
MOrnoUeHHs IIpU OJHOH W TOM e HJIHHE
BOJTHEI ¢ IOMYCTHMBIM OTKJIIOHEHHEM =+ 2 HM.

3 Water content/

Not more than 8.0% /

CAHHUIL

ConepxaHue BOAbI 2.7% wiw 1 2,7% He Gonee 8,0 %
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OxHOPOAHOCTE A03HPOBAHHBIX 2.6/26 than 15.0 / ITokazarens npuemsiemoctu (AV)

osmkeH 6eiTh He Gonee 15,0.

o3 Dissolution / PacTBopenne

98%, 100%, 100%, 101%, 99%, 100%

INot less than 80% (Q) of the labeled amount
of C21HasCIN2O3:2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAJILHOT'O COACPIKAHHS
C21Hz5CIN205-2HCI (netupusuna
nuruapoxnopun) vepes 30 Mun.

Remarks: The Product confirms to ND/

IIpumeuanne: [Ipoaykt coorseTcTByeT Tpeboranusam HJT

Conclusion: APPROVED /
3axnwuenne: OQTOBPEHO

Prepared by / ITonrorosnexo:
Y. Venkateswarao- Quality

control- Team Mem@

Checked by / IIposepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member C&/

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauTens
| Ajay Kumar - Quality Assurance- Team
Member ~

cld

Print Date /[Jata: 13-01-2025

Print Date /Jlata: 13-01-2025

Print Date /[ata: 13-01-2025




' Dr. Reddy’s Q‘&.’.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Hpoayxr: LleTpuH® TaObNETKH, MOKPHITHIC JIEHOYHOMH 0601049K0M, 10 M
Market / PoiHox : Russia / Poccus
pateh No./ : B2500051 Batch Quantity /. 455G/ 955 KT
Cepusa Ne Pazmep cepun
Analytical Repovrt No./ . 2002FP25000031 Date of Analysis / . 13-01-2025
Ananutndecknii oT4eT No Hdarta aHajauza
Date of Manufacture / . 20-12-2024 Date of Expiry / . 30-11-2027
JlaTa mpon3BoacTBa T'oxen mo
Mfg. License No. / MA ber: /
TIpOU3BOACTBEHHAS : 63/RR/AP/96/F/R namboer: JITT-Ne(005456)-(PT-RU)
Homep PY
JuneH3us Ne
Analysis performed according ND / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524

No Test / [TokazaTean Result / PesyabTaThl Specification / Hopma
6 Impurities / Ilpumecn Less than Limit of Detection (LOD =
0.005%) / Hixe npenena obHapyxeHus
Impurity A / (ITO = 0,005%)
[Ipumecs A Not more than 0.2 % / ne 6onee 0,2 %
Impurity B/ 0.01%/0,01%
[Tpumecs B Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ Less than LOQ (LOQ = 0.017%) / Hixe
[Tpumecs C +  [mpefena KOJMYECTBEHHOTro onpenenenusNot more than 0.2 % / we 6onee 0,2 %
Impurity D / (IIKO = 0,017%)
[Tpumecs D Not more than 0.2 % / ve 6onee 0,2 %
Impurity E / I .ess than LOQ (LOQ = 0.003%) / Huxe
[Mpumecs E rpenena KoJIM4eCTBEHHOro onpeaeneHus[Not more than 0.2 % / ue Gouee 0,2 %
Impurity F / (ITKO = 0,003%)
[Tpumecs F INot more than 0.2 % / He 6onee 0,2 %
0.03% / 0,03%

Any individual unidentified
impurity / Jrobas enuHiyHas Less than Limit of Detection (LOD =  [Not more than 0.2 % /
HeuaeHTHUUMporaHHas npumecs (0.015%) / Hibke npenena o6HapyxkeHus |He Gonee 0,2 %

(TTO = 0,015%)

0.07%/0,07%
Total impurities / Not more than 2.0% /
CymMma npumeceit 0.2%/0,2% He Gonee 2,0%
7 Assay / KonnuecTBeHHOE INot less than 9.0 mg and not more than
onpegeneHHe 11.0 mg CoHzsCIN,O5-2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %

10.00 mg /10,00 nr tand 110,0 % of label claim)./ Ot 9,0 mMr mo

0, 0,
100.0%/100,0% 11,0 mr C21H25CIN205:2HCI (etupnsuna
nuruapoxinopua) B Tabnerke (ot 90,0 % mo
110,0 % oT HOMHHANBEHOr'O COnEpKaHHs).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: IIpoaykr coorBercTByeT TpeboBanmsam HJ{ 3axarouenne: ONOEPEHO
Prepared by / IToaroroeneHo: Checked by / Ilposepeno: Approved by: Manager/Executive /
Y. Venkateswarao- Quality K.V.V. Satyanarayana - Qualit OnobpeHo: Menenxep / PykoBoautens
control- Team Mepiber control- Team Member d// Ajay Kumar - Quality Assurance- Team
b Member N
Print Date /ara: 13-01-2025 Print Date /[JaTa: 13-01-2025 Print Date /JTata: 13-01-2025




Dr. Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTHU3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxr: Herpuu® tabserky, NOKPHITHIE MIeHOYHOH 060109Koi, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . B2500051 Batch Quantity / 955 KG / 955 KT

Cepua Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP25000031 Date of Analysis / 13-01-2025

AHaJHTHYECKHIl oT4yeT Ne Jarta aHaaH3a

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

JlaTa npon3BoacTBa T'ogeH go

Mfg. License No. / MA ber: /

IponseoxcTeenHas : 63/RR/AP/96/F/R nimoer: JIIT-Ne(005456)-(PT-RU)
Homep PY

auuensus Ne

Analysis performed according ND / Ananus nposegen no HJL: JITI-Ne(005456)-(PI'-RU)-150524

Test / lloka3aTenan

Result / PesyasTaThi

Specification / Hopma

8 Subdivision .of tablets /
Jleienue TabeToK

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 TPeOOBAHMSM, €CITH
He Gonee 1 enMHUYHAs Macca OTKIIOHAETCS 3a
npenesnsl 85%-115% ot cpenneit Macchl.
TaGie1 k1 HE COOTBETCTBYIOT TpeGoBaHmAM,
ecnu Gostee ueM | MHOWMBUAYaIbHAA Macca
OTKJIOHAETCSA OT STHUX MPeAesioB WK, ecnu 1
HHIMBHIYANLHAR Macca OTKIOHSETCS 3a
mpenens! 75%-125% oT cpeHei MaccChl.

9 Microbiological purity* /
Mukpobuonorndeckas
YHCTOTA™

a) Total aerobic microbial count /
Ob1ee yucio a3pobHBIX
MUKPOOPFraHU3MOB

b) Total combined yeasts and
mould count / OGmee 4KcIo

IPOMOKEBBIX U IUIECHEBBIX I‘pI/I60B

c) E. coli

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

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

Absent in 1g / OrcyrcTByer B Ir

Not more than 1000 CFU/g /
He Gonee 1000 KOE/T

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/
IIpumeuanue: IpoaykTt cooTBeTcTBYET Tpeboranusam HJI

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / IToarororneHo:
Y. Venkateswarao- Quality

control- Team Me%fr

Checked by / IIpoeepeHo:

K.V.V. Satyanarayana - Qualit
control- Team Member ﬂ/"’

Approved by: Manager/Executive /
OnoGpeno: Meunemxep / Pykopoautens
Ajay Kumar - Quality Assurance- Team
Member N

ot

Print Date /Hara: 13-01-2025

Print Date /Mara: 13-01-2025

Print Date /Hara: 13-01-2025




| Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
IIpoaykr: Lletpuu® TabseTky, MOKPHITHIE IIEHOYHOH 0607104K0H, 10 Mr
Market / PeiHOK : Russia / Poccust
Batch No. / . B2500051 Batch Quantity / 955 KG / 955 KT
Cepus Ne Pasmep cepun
Analytical Repourt No. / - 2002EP25000031 Date of Analysis / 13-01-2025
AHaaHTHYeCKHI oTYeT Nt Jara aHanauza
Date of Manufacture / . 20-12-2004 Date of Expiry / 30-11-2027
Jara npousBoacTea T'ogen oo
Mfg. License No. / MA number: /
IIponseoacTeeHHAas : 63/RR/AP/96/F/R ‘ JITI-Ne(005456)-(PT-RU)
Homep PY
JHneH3us Ne
Analysis performed according ND / Anann3s nposeged mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

INe Test / Iloxa3zaTenn

Result / Pe3yasTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum

leaflet in a carton. / ITo 10 Tabnerok B

Mo 2 6mucTepa BMECTE C JINCTKOM-
BKJIAJIBILIEM YTIAKOBAHEL B IIAYKY
KAPTOHHYIO.

blister. 2 blisters and patient information

[IBX/T1ABX//aniomuuueBom Oimcrepe.

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

[To 10 Tabnerok B
[MBX/TIIBX//amomunuesom 6aucrepe. Io 2
unH 3 GircTepa BMecTe C JINCTKOM-
BKJIG[BIILIEM YIIAKOBAHBI B TAYKY 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 / [IpoBOAKTCS MPOK3BOAUTENEM HPH BBIYCKE IEPHOAVLECKH: s Kaxoii 20-oif cepuu MK He MeHee 1
pasa B rog. IlokasaTens Moxer GbITh He BKimoueH B Ceprudukar aHanmuza GupMeL.

Remarks: The Product confirms to ND/
Ilpumeyanne: ITpoaykT cooTBeTCTBYET Tpeboranmam HJ

Conclusion: APPROVED /
3axkmwuenue: OJJOBPEHO

Prepared by / IToaroroeneno:
Y. Venkateswarao- Quality
control- Team Mengber

Checked by / IIposepeHo:
K.V.V. Satyanarayana - Quality

control- Team Member &/

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

Member (;4?

Print Date /JfaTa: 13-01-2025

Print Date /JTata: 13-01-2025

Print Date /Iara: 13-01-2025




Dr‘. Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: eTpuH® TabneTku, MOKPHITHE MIEHOYHOH 060a0uKoii, 10 Mr

Market / Poinok : Russia / Poccus

Batch No./ . B2500051 Batch Quantity /55 ¢G5/ 955 kT

Cepus Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25000031 Date of Analysis / 13-01-2025

AHaJuTnyeckHuii oTyer Ne JaTa anannza

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

Jara npou3BoacTBa I'omen mo

Mfg. License No. / MA ber: /

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

JHueHsus Ne

Analysis performed according ND / Ananns npoeeaes mo H/: JITI-Ne(005456)-(PT-RU)-150524

API name / Haumenopanue A®C: Cetirizine dihydrochloride / IleTipr3nHa AMrHAPOXIOPHL

INN/MHH: ; Cetirizine / Ietupusun

API manufacturer batch number / BT00-24061

Howmep cepun npoussogutenst ADC:

FP Manufacturer API Batch number / FBRAO00567

Homep cepum cyGeranuuu npoussoantena [JI®:

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

Ilponssoaureanr ADC, cTpaHa: I'noxem Hupactpuec Iler. JITa., MHaus

Name, address, authorization No for FP 2 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

HaumeHoBaHHe, agpec, THIEH3USA AJIA Malkajgiri Distrist — 500090, Telangana State, India (license No

IMponzroacTReHHAN Muowaaka / Ilmomanea couTposn 63/RR/AP/96/F/R). / IlponsroacTEeHHOE NoApazacicHie-1],

kavecTBa / Ilmomanka BeImycka Vyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&383, Bauynammm

Bunnamx, bauynannu Mannan, Megyan Manakamkrupu
Huctpukr — 500090, wrar Tenanrana, Muaua (JInuensus 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».

3akai04eHne 0 cooTBeTcTBHM: «HacTosmuM s MOATBEPkK A0, YTO NpUBEACHHAs Bbile MHGOpMaLUs ABIAETCS HOCTOBEPHOH U
TOYHOH. 3Ta cepus NPONYKUHMH Npou3BeaeHa (BKIOUYas yHakoBKY (MapKUpOBKY) M KOHTPOJIb KadecTBa) Ha BEILICYKa3aHHOH
NpOM3BOACTBEHHOH IUIomaske (IUIolNaaKax) B MOJHOM COOTBETCTBHM ¢ TpeGoBaHusamu IlpaBui Hajexamel Npon3BOACTBEHHOM
npakTukd EBpasuiickoro 3koHoMuueckoro cowosza (GMP/EAEU/RU/00573-2022) u TpeboBaHMAMH KOHTPOJI KadyecTBa
JIEKAPCIBEHHBIX CPEACTB, 4 TUIOKE B COUTBEICIBUU CO CLELMDUKALMUIMY, COUCPKALUMMUCS B PEI'MCIPALIMOHHUM JUCHE CIPAHbI-
HUMIIOpTepa. 3allMCH 10 MPOU3BOACTBY, YIaKOBKE W aHANM3Y MPOBEPEHHl, U YCTAHOBJICHO HX COOTBETCTBUE TpeGopaHuAM IlpaBun
HaJUIeXaleH NPOU3BOACTBEHHOM NpakTHKU EBpazuiickoro 5KOHOMHYECKOTO COK3ay.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: ITpoaykT coorBercTBYET Tpebopanusm HJJ 3akumouenne: OJOBPEHO
Prepared by / IToaroToBneHo: Checked by / IIporepeno: Approved by: Manager/Executive /
Y. Venkateswarao- Quality K.V.V. Satyanarayana - Quality, Ono6pero: Menenxep / PykoBomurelns
control- Team MemWPer control- Team Member d_/ Ajay Kumar - Quality Assurance- Team

57 [ Member N

cd

Print Date /JJara: 13-01-2025 Print Date /dara: 13-01-2025 Print Date /data: 13-01-2025




