| Dr.‘Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpun® TabieTky, NOKPHITHIE IDIEHOYHOM 060n10UKOH, 10 Mr

Market / PoinOK : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repo:‘t No./ . 2002FP25002285 Date of Analysis / 30-09-2025

AHanUTHYECKHIT oTyeT Ne Hara ananuza

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa npou3BOACTBA T'onen no

Mfg. License No. / MA number: /

IIponsBoacTBeHHast : 63/RR/AP/96/F/R : JITI-Ne(005456)-(PI'-RU)
Homep PY

JHueH3Hs Ne

Analysis performed according ND: / Ananu3s nposener no H: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBka u MakeThl yTBep#aenbi: 17.02.2025

Result / PesyabTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyribie IBOSKOBBIIYKIbIE TabNeTKH,
TIOKPBITHIE  IUIEHOYHOH  00010YKOM
Oenmoro 1Bera, ¢ pHUCKOM Ha OXHON
cropoHe. Ha mnomepeyHoM paspese —
sapo 6eroro uBeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrisie [ABOAKOBBIMYKIIBIE TaONETKH,
TIOKPBITBHIE TUIEHOYHOM 00o0Jioukoit Genoro
WIN TI0YTH OeJIOTo LIBETa, C PUCKOI Ha OTHOM
cropore. Ha momepeyHoM paspese sOpo OT
6enoro 10 rouTH 6enoro IBeTa.

Ne Test / IlokasaTesnnb
1 Description / Onucanne
2 Identification / ~
NaeHTHdunKanus
HPLC / BOXX

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 Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride = reference standardreference standard solution (section "Assay").
solution. / Bpemsi ynepkuBaHHMsA OCHOBHOIO IIHKa Ha
BpeMs yaep:KHBaHUs. OCHOBHOTO IIMKA HAXPOMATOTPaMMe  MCHBITYEMOIrO  pacTBOpd
XpPOMaToOrpaMMe HCITBITYEMOI'O PAacTBOPANOIKHO COOTBETCTBOBATh BpEMEHH|
COOTBETCTBYET BPEMEHH YIS KHUBAaHHUAYAEpPKHUBAHHUA OCHOBHOTO MHKa H
OCHOBHOTO MHKA HA XpPOMAaTOTpaMMeXpoMaTorpaMMme CTaHZApTHOTO  PacTBOpad
CTaHJAPTHOTO pacTBOpa LETUPH3HHALETUPU3MHA THAPOXJOpHIa (pazmen
TH/IPOXJIOPULA. «KONMIECTBEHHOE OIIPEAEIECHHEN).

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

Remarks : The Product confirms to ND/

Mpumeuanne: [Ipoaykr coorBercTBYeT TpeboBanusiM HJL

Conclusion : APPROVED /
3axmoyenue: ONOBPEHO

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenue
kayecTpa/OTBETCTBEHHOE JTMLO:

G. Sivaji- Quality Assurance- Team
Member

ber

Prepared by / Checked by / Tlposepeno:  ||Checked by (AQA) /
IMoaroroBneHo: D. Latha - Quality control- ||{[Iposepero (AOK):
Y. Venkateswara Rao - Team Member V. Prashanth - Quality
leuaIity cont% Team Assurance- Team Mem|
Member L@/, @
i)
Date /[lata; 30-09-2025 Date /[Tata: 30-09-2025 Date /[laTa: 30-09-2025

Date /[lata: 30-09-2025




' Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Iponykr: LleTpra® TabaeTKH, TOKPHITHIE MIIEHOUHOH 000109K0MH, 10 MI

Market / PbiHoK : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No. / . 2002FP25002285 Date of Analysis / 30-09-2025

AHanuTHYecKHii oTyeT Ne JlaTa ananu3a

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa npou3BoacCTBa T'ogen go

Mfg. License No. / MA number: /

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

anueH3nsa Ne

Analysis performed according ND: / Ananus nposenes mo HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkiupoBKa M MaKeThl YTBepkaeHbl: 17.02.2025

UV- spectrophotometry /
YV ®- ciektpodoTomMeTpus

Complies / CooTBETCTBYET

{ueTHpH3MHA rUApoxJopuaa B obiactu o1 200

'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 O-cneKTpsI ITOTIOIHEHHS UCITBITY EMOTO
pacTBopa M CTAaHEApTHOTO  pacTBopa

no 400 HM [OOIDKHEI MMETb MaKCHMYME]
MOrJOUIEHHs NPU OOHOM M TOH XKe JJIHHE
BOJIHEI C TOTYCTAMBIM OTKJIOHEHHEM + 2 HM.

3 Water content /

Not more than 8.0% /

Conep:xaHue BOAbI 2.7%/2,7% He 6oitee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OnHopoAHOCTH AO3HPOBAHHBIX 4.0/4.0 than 15.0 / IMokasarens npuemaeMocta (AV)
e THHHL ’ nomxkeH 6u1Th He Gosee 15,0.

5 Dissolution / PacTeopenne Not less than 80% (Q) of the labeled amount

98%, 101%, 101%, 98%, 98%, 98%.

of C21H2sCIN,05-2HCI (cetirizine
dihydrochloride) after 30 min. / He Mmenee
80 % (Q) 0T HOMHUHAIILHOTO COICPHKAHUS
C21H25CIN,O5-2HCI (merupusvHa
MUrMapoXaopua) depe3 30 MuH.

Remarks : The Product confirms to ND/

Ipumeuanne: Ipoaykr coorsercTByeT Tpebopanuam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / ITposepeno:  ||{Checked by (AQA)/ Approved by: Quality

IToxgroroenero: D. Latha - Quality control- |{I[IpoBepeHo (AOK): Assurance/Authorized person /

Y. Venkateswara Rao - Team Member V. Prashanth - Quality Onobpeno: ObecrieueHue

Quality control-yeam Assurance- Team Member kadecTBa/OTBETCTBEHHOE JIMLO:

Member g qu/ G. Sivaji- Quality Assurance- Team
\N.LD Member

Date /[Tata: 30-09-2025 Date /Jlara: 30-09-2025 Date /[ara: 30-09-2025 Date /[lata: 30-09-2025
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Dr.Reddy’s Q:.-

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Mpoayxr: Llerpua® TabiieTkH, MOKpHITHIE IUIEHOYHOH 0601104KOH, 10 M

Market / PeiHOK : Russia / Poccust

Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP25002285 Date of Analysis / 30-09-2025

AHanuTHUYeCKHi oT4yeT No JlaTa aHajn3a

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa mpon3BOACTBA TogeH no

Mfg. License No. / MA ber: /

Ilpon3BoacTBeHHAs : 63/RR/AP/96/F/R et : JII-Ne(005456)~(PT-RU)
Homep PY

JHueH3Hs No

Analysis performed according ND: / Auanus nposexex no HJ: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa 1 MaKeThl yTBepxaeHbl: 17.02.2025

6 Impurities / IIpumecn

Impurity A /
[Tpumech A
Impurity B /
[Tpumecs B
Impurity C/
[Tpumecs C
[mpurity D /
Ipmmecs D
Impurity E /
Ipumecs E
Impurity F /
[Tprmecs F

Any individual unidentified
impurity / Jlro6as enuHUYHAsA
HenIeHTU)HIMpPOBAaHHA PHMEChH

Total impurities /
CyMMa npuMecei

Not detected / He o6napyxeHa

Less than LOQ (LOQ = 0.010%) / Hike
npe/ena KONHIeCTBEHHOTO ONpEIETICHUs
(IIKO = 0,010%)

Not detected / He obnapyxeHa

Not detected / He o6HapyxeHa
0.04%/0,04%

Not detected / He o6HapyxeHna

0.07% /0,07%

0.2%/0,2%

INot more than 0.2 % / He 6onee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %
INot more than 0.2 % / He 6onee 0,2 %
Not more than 0.2 % / e Gonee¢ 0,2 %
'Not more than 0.2 % / He 6onee 0,2 %
[Not more than 0.2 % / ve 6onee 0,2 %

INot more than 0.2 % /
ge 6oxnee 0,2 %

Not more than 2.0% /
He 601ee 2,0%

Remarks : The Product confirms to ND/

Ipumeuanue: Ipoxykt coorseTcTBYET Tpebopanusam HJT

Conclusion : APPROVED /
Jaxmwouenne: OJJIOBPEHO

Checked by (AQA)/

Approved by: Quality

Prepared by /
IToproroBneHo:
Y. Venkateswara Rao -

Quality control-, Team
Member AA

Checked by / ITpoeepeHo:
D. Latha - Quality control-
Team Member

-

I[Nposepeno (AOK):
V. Prashanth - Quality
Assurance- Team Member

o)

Assurance/Authorized person /
Onobpeno: OdecriedcHUE
KauecTBa/OTBETCTBEHHOE JIULO:

G. Sivaji- Quality Assurance- Team
Member

Date //lata: 30-09-2025

Date /ara: 30-09-2025

\
Date /Ilara: 30-09-2025

Date /JTara: 30-09-2025
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Dr.Red dy’s ‘;. CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
MpoaykT: Llerpun® TabneTkH, NOKPLITEIE IUIEHOUHOM 0605104KO#H, 10 Mr

JIHLIEeH3Hs Ne Homep PY

Market / PeiHOK : Russia / Poccus

Batch No. / . B2502754 Batch Quantity/ . 955 ¢G5 /955 KT

Cepusi Ne Pazmep cepuu

Analytical Repo:‘t No./ . 2002FP25002285 Date of Analysis / . 30-09-2025
AHaJINTHYECKHIi oTUeT Ne JaTta anajiusa

Date of Manufacture / . 11-08-2025 Date of Expiry / . 31-07-2028

Jlata npoH3BOACTEA Topeu no

Mfg. License No. / MA number: /

ITpon3BoacTBEHHAS : 63/RR/AP/96/F/R e JITI-Ne(005456)-(PT"-RU)

Analysis performed according ND: / Anasnns nposenen no HJI: JIIT-Ne(005456)-(PT" -RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeTbl yTBep:KieHb1: 17.02.2025

7 Assay / KonngecTBeHHOE
onpeae/ieHHE

9.90 mg / 9,90 Mr
99.0% / 99,0%

Not less than 9.0 mg and not more than
11.0 mg C;;HasCIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 mMr o
11,0 mr Cz1HzsCIN,05-2HCI (tieTnpusuna
muruapoxsiopun) B Tabnetke (ot 90,0 % mo
110,0 % 0T HOMHMHAIBHOTO COICPXKAHUS).

8 Subdivision of tablets / Complies / CooTBETCTBYET
JlesieHne TabJIeTOK

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. /
Tabnerkyt COOTBETCTBYIOT TPEOOBAHIAM, ECITH
He Gonee 1 exMHUYHAA Macca OTKIOHAETCH 32
npeaenst 85%-115% ot cpenneii Macchl.
TabneTky Be COOTBETCTBYIOT TPEOOBaHUAM,
ecny Oonee 9eM 1| MHAUBUAYAJILHASA Macca
OTKJIOHAETCSA OT THX MPEHENIOB WIH, eciy 1
MHIMBYIyaTbHas Macca OTKIOHAETCS 3a
npenenbi 75%-125% ot cpenHeii Macchl.

9 Microbiological purity* /
Mukpo0uosorayeckast
qucroTa® Not Applicable
a) Total aerobic microbial count /
O61mee 4UCII0 a9pOOHBIX
MHKPOOpPTaHU3MOB

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

Remarks : The Product confirms to ND/
Mpumeuanue: [Tpoaykt cooTBeTCTBYET TpeGopanmsam HI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / ITpoeepeno:  |[Checked by (AQA)/ Approved by: Quality

[Toarorosnexo: D. Latha - Quality control- ||[IpoBepeno (AOK): Assurance/Authorized person /

Y. Venkateswara Rao - Team Member V. Prashanth - Quality Onmobpeno: ObecneueHre

Quality control-, Team Assurance- Team Member KauecTBa/OTBETCTBEHHOE JIUIIO:

Member A L&é” G. Sivaji- Quality Assurance- Team
M Member

\
Date /JTata: 30-09-2025 Date /[Jarta: 30-09-2025 Date /lara: 30-09-2025 Date //lata: 30-09-2025




' D e
Dr. Reddy’s ".. CERTIFICATE OF ANALYSIS
g CEPTH®UKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Llerpun® TabneTkH, NOKPhITHIE TIEHOYHOM 060104KOH, 10 MI

Market / Poinok : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / . 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Report No. / . 2002FP25002285 Date of Analysis / . 30-09-2025

AHaaHTHYECKHIi oTueT Ne Jara aHaiusa

Date of Manufacture / . 11-08-2025 Date of Expiry / . 31-07-2028

JlaTa npoH3BOACTBA T'onen oo

Mfg. License No. / MA number: /

IIpou3BoACTBeHHAsN : 63/RR/AP/96/F/R ‘ JIII-Ne(005456)-(PT"-RU)
Homep PY

JIHLEH3HA Ne

Analysis performed according ND: / Auanu3 nposeaen mo HI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapKknpoBKa H MaKkeThl yTBepaenbi: 17.02.2025

b) Total combined yeasts and Not Applicable Not more than 100 CFU/g /
mould count / O61wee yucmo He Gonee 100 KOE/r
POXOKEBBIX M TUIECHEBBIX IPHOOB
: Not Applicable -
c) E. coli Shall be absent in 1g / OtcyTcTBHe B 1 1
10 Package / YnakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2

blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 TaGneroxk B [a carton. /
[IBX/TIIBX//amoMunueBoM Giuctepe. |[lo 10 Tabnetok B

[To 2 6mucTepa BMECTE C JINCTKOM- [IBX/I1IBX//amomunuesom oiucrepe. 11o 2
BKJIA[BIIIEM YNIaKOBAHbI B fIa4Ky wiu 3 OnucTepa BMeCTe C JIMCTKOM-
KapTOHHYIO. BKJIAZIBIIIEM YTIAKOBAHBI B NIa4Ky KapTOHHYIO.

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / IIpoBoxuTCS NPOM3BOAKTENEM HPH BHIITYCKE NEPHOTHIECKU: Ui KaXnoi 20-0# cepuu
Wiy He MeHee 1 pasa B roz. Tlokazarens MOXeT GBITh He BKodeH B CepTHQUKAT aHaIM3a GUPMEL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [Iponykr coorsercTRyeT Tpebosaunam HJI 3axsiouensne: OJJOBPEHO
Prepared by / Checked by / ITIposepeno:  ||Checked by (AQA)/ Approved by: Quality
[ToaroToeneHo: D. Latha - Quality control- ||{[IpoBepero (AOK): Assurance/Authorized person /
Y. Venkateswara Rao - Team Member V. Prashanth - Quality Onobpeno: ObecnieueHne
Quality contrgh Team Assurance- Team Member kavecTBa/OTBETCTBEHHOE JIULIO:
Member G. Sivaji- Quality Assurance- Team
Member

\

Date /[Jata: 30-09-2025 Date /[Tata: 30-09-2025 Date /J/lata: 30-09-2025 Date /dara: 30-09-2025




% ' @
s °@ CERTIFICATE OF ANALYSIS
Dr.Red dy S q-’ CEPTHOHKAT AHAJV3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: HeTpuH® Ta6aeTKH, MOKPHITHIE INIEHOYHOM 0601049K0H, 10 MI

Market / PbIHOK : Russia / Poccns

Batch No. / . B2502754 Batch Quantity / 955 KG / 955 KT

Cepna Ne Paszmep cepun

Analytical Repourt No./ . 2002FP25002285 Date of Analysis / 30-09-2025

AHanHTHUYECKHii oTyeT Ne JlaTa aHaJn3a

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa pou3BOACTBA TI'ogen o

Mfg. License No. / MA number: /

IMpousBoxcTBEHHAS : 63/RR/AP/96/F/R ) JITT-Ne(005456)~(PT"-RU)
Homep PY

JnneH3ns Ne

Analysis performed according ND: / Auanus nposenen no HJ: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThl yTBepxaeHbI: 17.02.2025

API name / Hanmenosanue ADC:

Cetirizine dihydrochloride / LleTupusnHa IUTUIPOXIIOPHI

INN / MHH:

Cetirizine / LleTupu3un

Homep cepnu cyGcTanunu npouseoautes I'JIM:

API manufacturer batch number / BT00-25030
Homep cepun nponspogutens ADC:
FP Manufacturer API Batch number / FBSA00168

API Manufactured by & country /
Ipouzoaurens A®C, ctpaHa:

Glochem Industries Private Limited, India /
I'moxem Muanactpuec Ilpaisur JIumuten, Muoua

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaunmeHoBaHue, aapec, JULEH3HA 019
IMpousBoacTBeHHas MIomaaka / Ilnomaaka KOHTPOJIs
kavecrtBa / [lnomaaka Boinycka

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). / TIpon3BoacTBeHHOE noapasaeicHue-1l,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bwuiamx, bauynamiu Masgan, Menuan Manakamkrapu
JIuctpukt — 500090, mrat Tenanrana, Maaua (JInunensus 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 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».
3aksrouenne o cooTBeTcTBHH: «HacToAIMM A MOATBEPsKAAI0, YTO MPHBEJEHHAs BBIIIE MH(GOpPMAIKs SBIAETCS JOCTOBEPHOM H
TOUHOH. DTa cepys NMPOTYKIWH Npow3BefieHa (BKIIOYas YMakoBKy (MapKHUPOBKY) M KOHTPOJb KayeCTBa) HA BBILNICYKa3aHHON
TIPOM3BOACTBEHHOM IUTOWAAKE (IWIOIA)KaX) B IOJHOM COOTBETCTBHH ¢ TpeGopanuamu [paun Hamexallen MpousBOACTBCHHON
npakTHKy EBpasuiicKoro 5KOHOMHYECKOTO CO03a U TpeGOBaHMAMH KOHTPOJIS KaieCTBa JICKApCTBEHHBIX CPCICTB, a TalKE B
COOTBETCTBHH €O CIELMPUKAIMAMH, CONEPHALNAMUCS B PETHCTPALHOHHOM JOCHE CTPAHBI-UMIIOpTEpa. 3allkCH N0 NPOU3BOACTBY,
yOaKoBKE M aHAIW3y NPOBEPEHBl, M YCTAHOBIEHO MX COOTBETCTBHE TpeGoBaHWAM [IpaBii Hamyexaledl NpOM3BOJICTBEHHOM

IIPpAKTUKH EBpaSHﬁCKOFO J3KOHOMHYECKOTO COHO3a».

Remarks : The Product confirms to ND/
Ipumeuyanne: ITpogykT cooTBeTcTByeT TpeboBanmsam HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IToaroTosneHo:
Y. Venkateswara Rao -

Quality control- Team
Member

Checked by / ITpoBepeHo:
D. Latha - Quality control-
Team Member

Checked by (AQA)/
ITposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

Y

Approved by: Quality
Assurance/Authorized person /
Onobpeno: O6GecnieueHne
kauecTBa/OTBETCTBEHHOE JIULIO:

G. Sivaji- Quality Assurance- Team
Member

Date /Hata: 30-09-2025

Date /[daTa: 30-09-2025

Date /[ara: 30-09-2025

Date /Jlata: 30-09-2025




