Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LletpuH® TabneTky, NOKPHITHIE IUIEHOYHOI obonoukoi, 10 Mr

Market / Peinok : Russia / Poccus

joaich No./ : B2500226 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000148 Date of Analysis / 25-01-2025

Ananutnyeckuii oryer Ne JlaTa asanuza

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

JlaTa npousBoacTBa T'ogen no

Mfg. License No. / MA ber: /

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

AnueH3ust Ne

Analysis performed according ND / Auanus npoeegen no HJ: JIII-Ne(005456)-(PI'-RU)-150524

Ne

'Test / IlokazaTennb

Result / PesyabraTn

Specification / Hopma

1

Description / Onncanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie

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

TBOSKOBBIMYKJIBIE TabJIeTKH, MOKPHITHIE
[UTIeHOYHOH 000504K0i Genoro 1Bera,
pUCKOH Ha OHHOH CTOpPOHE.
monepeyHoM paspese — sppo Gesoro
tBeTa. .

Hanourn Gemoro uBera, ¢ pUCKOH Ha ONHOH

Kpyrneie JBOSIKOBBIITYKJIBIE TabJleTKH,
MIOKPHITHIE MNEHOYHOH 06010uK0H Hemoro unu

cTopone. Ha nonepeuHoM paspe3e sSApoO OT
Gesioro mo nmoyry Georo NBeTa.

Identification /
Nnenrnduxanna

IHPLC / BOXKX

The retention time of the main peak in the
chromatogram of test solution comply
with the retention time of the main peak
in the chromatogram of Cetirizine

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

Hydrochloride reference standardreference standard solution (section "Assay"). /
solution. / Bpems yHOepXuUBaHUS OCHOBHOIO TIHKa Ha{
Bpems ynepKuBaHHs OCHOBHOTO IIHKA HAXPOMATOTpaMMe  HCIEITYEMOTO  pacTeBopal
XpOMarorpaMme HCHBITYEMOTO pacraopgﬁonxmo COOTBETCTBOBATh BpeMeHU
COOTBETCTBYET BPEMEHH YACPKHBAHWAYIEPKHUBAHHA OCHOBHOT'O MUKa H
OCHOBHOTO IIHKA Ha XPOMAaTOrpaMMeXpOMarorpaMMe  CTaHOApTHOTO  PacTBOP!
CTAHIAPTHOTO  PacTBOpa  LETHPH3HHALETHPH3HHA THAPOXIIOPULA (pazmen
rHAPOXJIOpUAA. iKonuyecTBEHHOE ONpEeeNeHHUEY ).

Remarks: The Product confirms to ND/
ITpumeuanne: [Tponyxt cooTBercTBYeT TpeboBanuam HJT

Co

3axmouenne: OJJOBPEHO

nclusion: APPROVED /

Prepared by / IToaroroeneHo:
CH.Prasad- Quality control-
Team Member ,

Checked by / IIpoepeHo:
A.Susmitha - Quality control- Team On,
Member Ah

&

Approved by: Manager/Executive /

Team Member W

06peno: MeHepkep / PykoBomuTtens
amadullah Mohammad - Quality Assurance-

Print Date /TaTa: 27-01-2025

Print Date /Marta: 27-01-2025

Print Date /Hara: 27-01-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: LHerprH® TabaeTKH, TOKpPLITHIE MIIeHOYHOH 060no4Koi, 10 Mr

Market / PeiHok : Russia / Poccust

Batch No. / . B2500226 Batch Quantity / 955 KG / 955 KI'

Cepusa Ne Pa3smep cepun

Analytical Repourt No. / . 2002FP25000148 Date of Analysis / 25.01-2025

AHanuTHYecKHH oT4eT No Jarta anannza

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

JlaTa npon3BoacTBa T'ogen o

Mfg. License No. /

HpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / JITI-Ne(005456)-(PT'-RU)
Howmep PY

Junenzus Ne

Analysis performed according ND / Anann3s nposeaes mo H/: JITI-Ne(005456)-(PT-RU)-150524

Ne Test / IlokazaTenn

Result / Pe3ynbTaTnl

Specification / Hopma :

UV- spectrophotometry /
YO®- cuekrpuduiumerpus

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
Celitizing Hydiochloride reference standa

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 ®-crieKTpbl HOrJIOIEHUA HCITBITYEMOTQ
pacTBOpa M CTaHEAapTHOrO  pacTBOpA,
HETUPU3MHA THApPOXIopHAa B obnactu ot 200
mo 400 HM [OOMKHBI UMETh MaKCUMYMEI
MOTJIOIIEHH TIDU OIHOM M TOH >Ke IUTMHE
BOJIHEI C JOITYCTHMBIM OTKJIOHEHHEM + 2 HM.

CAHHHIL

3 'Water content/ o . [Not more than 8.0% /
{Conepzxanue Boabl 2.9% wiw /2,9% [He 6onee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OXHOPOAHOCTH A03MPOBRHHBIX 3.8/38 than 15.0 / IMokasarens npuemieMoctd (AV)

{nosnken BuiTh He Gonee 15,0.

S Dissolution / PacTBopenne

102%, 98%, 100%, 99%, 96%, 102%

ot less than 80% (Q) of the labeled amount
of C21HasCIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He MeHee
80 % (Q) OT HOMMHAJIEHOTO COAEPKAHHS
C21HasCIN2Os-2HCI (uetupusnHa

urugpoxyaopun) yepes 30 MuH.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /
3axmouenne: OJOBPEHO

IIpnmeuanne: [Iponyxr coorBercTBYeT TpeboBanusm HJL

Prepared by / IloarorosneHo:
CH.Prasad- Quality control-
Team Member

Checked by / IlporepeHno:
A.Susmitha - Quality control- Team

Member ?

Approved by: Manager/Executive /
Onob6peno: Menemkep / PykoBogurens
Ahamadullah Mohammad - Quality Assurance-

Team Memberdg /{’ wﬂé){

Print Date /Hara: 27-01-2025

Print Date /ata: 27-01-2025

Print Date /JTara: 27-01-2025




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product: Cetrine film coated tablets

, 10 mg
Ipoaykr: LerpuH® TabneTkH, NOKpPbITEIE MIEHOYHON obosoukoH, 10 Mr

Market / Poinox

: Russia / Poccus

Batch No. / : B2500226 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepunu

Analyt.lcal Repovrt No./ . 2002FP25000148 Date of Analysis / 25-01-2025

Ananurnyeckuii oruer No JlaTa aHaansa

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

JlaTa npou3BoacTBa T'ogen no

Mfg. License No. / MA number: /

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

JIHueH3ust Ne

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

Any individual unidentified
impurity / JIro6as equHuIHas

Total impurities /
CyMMa npumeceii

HenAeHTUUIUPOBaHHAS TIPUMECE

INot detected / He o6Hapy»xena

0.09% / 0,09%

0.3%/0,3%

Ne est / IloxazaTenb Result / Pe3yabTaTsl Specification / Hopma

6 Impurities / Ilpumecn
Impurity A / Not detected / He o6uapyxena
[Mpumecs A Not more than 0.2 % / ne 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
[Mpumecs B npefena KOMMYeCTBEHHOro onpeneenusNot more than 0.2 % / ne 6onee 0,2 %
Impurity C/ (ITKO = 0,010%)
[Tpumecs C ’ INot more than 0.2 % / He 6onee 0,2 %
Impurity D / 0.03%/ 0,03%
[pumecs D INot more than 0.2 % / ue 6osee 0,2 %
Impurity E / Not detected / He o6HapyxeHa
INpumecs E Not more than 0.2 % / He 6onee 0,2 %
Impurity F / 0.04% / 0.04%
ITpumecs F Not more than 0.2 % / ue 6osee 0,2 %

Not more than 0.2 % /
"e 6oxee 0,2 %

INot more than 2.0% /
He Gonee 2,0%

7 Assay / KonuyecTBeHHOe
oIpeneeHHe

9.98 mg /9,98 Mr
99.8% / 99,8%

Not less than 9.0 mg and not more than
11.0 mg Cy;HzsCIN2O53-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
land 110,0 % of label claim)./ Ot 9,0 Mr 10
11,0 mr CyHa5CIN2O5-2HC] (ueTnpususa
nuruapoxiopun) B Tabnerke (ot 90,0 % mo
110,0 % OT HOMUHAJIILHOTO COAEPIKAHHS).

Remarks: The Product confirms to ND/
IIpumeyanue: IlpoaykT coorBercTBYeT TpedoBanuaM HJI

Conclusion: APPROVED /
Zaxnoyenune: OJOBPEHO

Prepared by / IToarororneHo:
CH.Prasad- Quality control-
Team Member (Ylp)

(

Checked by / TIpoeepeno:
A.Susmitha - Quality control- Team

Member @/

Approved by: Manager/Executive /
OpoGpeHo: Menemxep / PykoBoauTens
Ahamadullah Mohammad - Quality Assurance-

Team Member W

Print Date /Mara: 27-01-2025

Print Date /Hara: 27-01-2025

Print Date /Hara: 27-01-2025




Dr.Reddy’s “5.'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykr: LHerpuu® TabneTku, MOKPHITHIE MAEHOUHOI 0600uyKoi, 10 Mr

JIHIeH3us No

Market / Poinox : Russia / Poccus

Batch No. / . B2500226 Batch Quantity / 955 KG / 955 KT

Cepnst Ne Pa3zmep cepuu

Analytical Repovrt No./ . 2002FP25000148 Date of Analysis / 25.01-2025

AHannTHYecKHii oTyer Ne Jara anasuza

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

JlaTa npon3BoACTBa I'open go

Mfg. License No. / MA ber: /

IIpoN3BOACTBeHHA : 63/RR/AP/96/F/R number: JITI-Ne(005456)-(PT-RU)
Homep PY

Analysis performed according ND / Ananus nposeaes no HJI: JIIT-Ne(005456)-(PT-RU)-150524

Ne Test / IloxazaTenn Result / Pe3yabraThl

Specification / Hopma

8 Subdivision of tablets /
JlesieHue Ta0IeTOK

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. /
TabneFKH COOTBETCTBYIOT TpeGOBaHUAM, €CIIHN
He Gonee 1 egMHMYHAS Macca OTKIIOHSIETCS 3a
npenensl 85%-115% ot cpeaHel Maccel.
TabneTkH He COOTBETCTBYIOT TPeOOBaHHAM,
eciu Gonee yeM | WHAMBHAYANbHAS Macca
OTKJIOHAETCS OT ITHX NPENEOB MM, €ClH 1
MHIWBHIyaNlbHas Macca OTKIIOHSETCS 32
npenensi 75%-125% ot cpeiHel Macchl.

9 Microbiological purity* /

b) Total combined yeasts and
mould count / O6uiee yucno
POCKEBBIX U [UIECHEBBIX IPUOOB

c) E. coli

Not Applicable

MuxpoGuosioruueckas
HpcToTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
Ob1iee yHuciI0 a3poOHBIX He Gonee 1000 KOE/r
MHKPOOPTaHU3MOB

Not Applicable

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

Shall be absent in 1g/ OrcyrctBHe B | T

Remarks: The Product confirms to ND/
Ilpumeuanue: IIpoaykr cooTsercTBYeT TpeboBanuam HJI

Conclusion: APPROVED /
3axmouenne: ONOBPEHO

Prepared by / IToarorosneHo: Checked by / IIpopepeHo:
CH.Prasad- Quality control-
Team Member J Member

& @

A.Susmitha - Quality control- Team

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykosoauTtens
Ahamadullah Mohammad - Quality Assurance-
Team Member *

Print Date /Hara: 27-01-2025 Print Date /dara: 27-01-2025

Print Date /J{aTta: 27-01-2025
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LerpuH® TabieTky, NOKPHITHIE MieHOYHOH obonoukoi, 10 mr

Market / Poinok : Russia / Poccus

Batch No./ . B2500226 Batch Quantity /. o551 G/ 955 KT

Cepnsi Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP25000148 Date of Analysis / . 25-01-2025

AHanuTHYecKHIi oTueT No JlaTa aHaJn3a

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

JlaTa npousBoxcTBa Togen g0

Mfg. License No. / MA number: /

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

JuueH3ns Ne

Analysis performed according ND / Anaaus nposeaen no HJ: JITI-Ne(005456)-(PI'-RU)-150524

Ne  [Test/Ilokasarenn

Result / PesyabTaThi

Specification / Hopma

10 . |Package/¥Ynakoska

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Tabnerok B
[1o 3 6nucTepa BMecTe C JIUCTKOM-

BKJIA/ILIILIEM YTIAKOBAHEI B NAYKy
KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2

blistcr. 3 blistcrs and paticnt information [or 3 blistera and patient information loaflet in

a carton. /

MBX/TIABX//aniomunnesom 6mucrepe. [To 10 Tabmerok B

TIBX/TTIBX//amomunuesom 6mucrepe. Io 2
minu 3 6rcTepa BMECTE C JINCTKOM-
BKJIA/IBIILIEM YITAKOBaHBI B NTAYKy KapTOHHYIO.

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. Thetest can be absent in the
Certificate of Analysis / [IpoBoaMTCS NPOM3BOAMTENEM NPH BHINYCKE NEPUOANYECKH: A Kaxaoi 20-oH cepuu uH-He-MeHee 1
pasa B roz. ITokazarens Moxer ObITh He BKFOUeH B CepTu(HKaT aHanu3a GUPMEL.

Remarks: The Product confirms to ND/
ITpumeuanne: ITpoaykt coorsercTByeT TpebosanusaM HII

Conclusion: APPROVED /
3axmouenne: ONOBPEHO

Prepared by / IloarotrosneHo:
CH.Prasad- Quality control-
Team Member (°

Checked by / ITpoeepeHo:
A.Susmitha - Quality control- Team

Member
&

Approved by: Manager/Executive /

Ono6peno: Menemxep / Pykosoautens
Ahamadullah Mohammad - Quality Assurance-
Team Member JT .

Print Date /Hata: 27-01-2025

Print Date /lata: 27-01-2025

Print Date /[Jara: 27-01-2025
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Ipoayxr: Letpuu® TabnieTky, NOKPHIThIE MIIEHOYHOH 0001049KOH, 10 M
Market / Poinok : Russia / Poccus
Batch No. / : B2500226 Batch Quantity / . 955KG /955 KT
Cepus Ne Pazmep cepun
Analytical Repourt No./ . 2002FP25000148 Date of Analysis / . 25.01-2025
Ananurnyecknii oTyeT Ne Jara anaanza
Date of Manufacture / . 02-01-2025 Date of Expiry / . 31-12-2027
JlaTa npon3BoACTBa T'ogen o
Mfg. License No. / MA ber: /
TIpousBoaCcTBeHHAs : 63/RR/AP/96/F/R number: s JITI-Ne(005456)-(PT-RU)
Homep PY

nuueHsus Ne
Analysis performed according ND / Anaaun3 nposenes no HJI: JIIT-Ne(005456)-(PI'-RU)-150524

API name / Hanmenopanue AQC: Cetirizine dihydrochloride / IleTupu3nHa AMrUApOXJIOPHA

INN / MHH: . Cetirizine / LleTupu3ud

API manufacturer batch number / BT00X24006

Homep cepun npounssoaurenas A®C:

FP Manufacturer API Batch number / FBRAGO615

Homep cepun cyGeTanuuu npoussoautens IJID:

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

Ipouspoantens APC, crpana: I'moxem Mupactpuec IT. 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

HanmeHoBaHHe, agpec, JULEH3U JUIs1 Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpon3sBoacTBeHHad miomaaka / ILvomanka KOHTPOJIst 63/RR/AP/96/F/R). / IlpousBoAcTBEHHOE NMoApazaeneHue-II,

KadecTBa / Ilmomaaka BeImycka VYuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynaniu

Buiamk, bauynamnum Mannan, Meauan Masakamkrupi
Juctpuxt — 500090, wrrat Tenanrana, Miaovs (JInnensus 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 specitications 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».

3axniouenue o cooTBeTcTBHHU: «HacToAmuM s HOATBEPIKAAI0, YTO MPUBENCHHAs Bhille MHGOPMaLMA SBRAETCS NOCTOBEPHOH M
TOYHOM. DTa cepus NPOAYKIMH NpousBeleHa (BKIIOYas ymakoBKY (MapKHpPOBKY) M KOHTPOJb KaueCcTBa) HA BHILICYKa3aHHON
NPOM3BOACTBEHHON MWIomaKe (IUIOWAAKax) B [IOJIHOM COOTBETCTBHH ¢ TpeGoBaHUAMHU ITpaBun Haamnexamel IpOU3BOACTBEHHOM
npakTHku EBpasuiickoro 3skoHoMuueckoro cowsa (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMM KOHTPOJII KadecTsa
JIEKApCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHU CO cHelbUKALUAMHU, COAEPKAUIMMUCA B PETMCTPALMOHHOM [OCBE CTPaHbI-
HMIIOpTepa. 3aMKCH M0 NPOU3BOACTRY, YNAKOBKE U aHAM3Y NPOBEPEHBI, H YCTAHOBNEHO HX COOTBETCTBHE TpeGoranuaM Ilpasun
HaIIeKalleld pOU3BOACTBEHHOMN NMpakTHKH EBpazuiickoro SkOHOMH4ECKOTO COF03a».

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

IIpumeuanne: IIponykr coorBeTcTByeT Tpebosanmsam HIT 3axuouenne: ONOGPEHO

Prepared by / IToarotoBineHo: Checked by / TIpoBepeHo: Approved by: Manager/Executive /

CH.Prasad- Quality control- A.Susmitha - Quality control- Team Onobpeno: Menemxep / PykoBoAuTENb

Team Member ng) Member Ahamadullah Mohammad - Quality Assurance-
( @/ Team Member

Print Date /Iata: 27-01-2025 Print Date /Jlata: 27-01-2025 Print Date /ata: 27-01-2025




