CERTIFICATE OF ANALYSIS

Dr. Reddy’s ":‘

CEPTHO®HUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Hpoayxr: LetpnH® TableTky, NOKPbITEIE TWIEHOYHOMU 06004K0i, 10 Mr

Market / Poinok : Russia / Poccus

et Nou . B2501928 atcinQuangityl 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No./ . 2002FP25001604 Date of Analysis / 30-06-2025

AHanuTH4YeCKHI 0TYeT Ne JaTta ananusa

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

Jara npousBoacTea T'oaen no

Mfg. License No. / MA ber: /

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

JHUeH3us Ne

Analysis performed according ND: / Ananus nposexed no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka 1 MakeThl yTeepxaensi: 17.02.2025

Ne Test / TlokasaTennb Result / PesynbTarst

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrisle JBOSKOBBIMYKIBIE TaONETKH,
IOKPHITEIE  IUIEHOYHOM  060J04KOM
Oenoro mBeTa, ¢ pPHUCKOH Ha OIHOM
cropore. Ha mnonepeunoM paspeze —
Aapo 6enoro 1BeTa.

1 Description / Onucanue

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/  Kpyrisle [OBOSKOBBITYKIbIE TabJIETKH,
TIOKPRBITEIE TUIEHOYHOH o6onoukoii Oemnoro
WY I04TH 6eNoro 1BeTa, ¢ pUCKOil Ha oxHOM
cropoHe. Ha momepeyHoM paspese sapo OT
6eroro no moutH 6Genoro LBeETa.

Identification /

| TUIPOXIIOPHTA.

The retention time of the main peak in the
chromatogram of test solution complyichromatogram of test solution should comply
with the retention time of the main peakwith the retention time of the main peak in the

standardreference standard solution (section "Assay").

Hnenrndurauns

HPLC / BOXX in the chromatogram of Cetirizine
Hydrochloride reference
solution. /

The retention time of the main peak in the

chromatogram of Cetirizine Hydrochloride

BPCMS YAOCpXKHUBAHHUsI OCHOBHOTO TITHKa Ha]

Bpemst ynepxuBaHHsa OCHOBHOTO MHKa HAXPOMATOrpaMMe  MCIIBITYEMOTO  PacTBOpa
XPOMATOTPaMMe HCITHITYEMOrO PacTBOPANOIDKHO COOTBETCTBOBATH BPEMEHH
COOTBETCTBYET BPEMEHH YIECPKHBAHHAYACPKHBAHHA OCHOBHOTIO MHKa Ha
| OCHOBHOTO IIHKA Ha XpOMAarorpamm | pOMaTorpaMMe  CTaHAapTHOTO pacrsopag
' CTaHJapTHOTO pacTBOpa LSTHDH3HBALETHDH3HHA THIPOXIOpUIA (pazznen

i-«}(onnqecmeuﬂoe ONpPEIEIICHHE) ). |

Remarks: The Product confirms to ND/
Ilpumeuanne: IIpoaykT cooTBeTcTBYeT TpeboBanmsaM HJT

Conclusion: APPROVED /
3akaiouenune: OJOBPEHO

Prepared by / Ilonrorosneno: Checked by / IIpoBepeHo:
D. Latha - Quality control- Team A.Susmitha - Quality control- Team
Member Member

- G-

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaurens
V. Prashanth - Quality Assurance- Team
Member

Print Date /Jlata: 30-06-2025 Print Date /JTata: 30-06-2025

Print Date /lata: 30-06-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Ilpoayxr: LleTpu® TabneTKH, HOKPHITHIE

Product: Cetrine film coated tablets, 10 mg

IIEHOYHOM 000J109KOi1, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2501928 Batch Quantity / 955 KG /955 KT

Cepus No Paszmep cepun

Analytical Repourt No. / . 2002FP25001604 Date of Analysis / 30-06-2025

AHajauTH4YecKHil oTYeT No JlaTa ananuza

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

Jata npousBoacTea TI'onen no

Mfg. License No. / MA ber: /

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

JULEH3HsT Ne

Analysis performed according ND: / Ananus nposegen no HI: JITT-Ne(005456)-(PI-RU)-150524
Labeling and artworks approved: / MapkupoBka u MakeTsl yreepxaennl: 17.02.2025

g

Ne Test / Iloka3zarennb

Result / PesynbTaTh!

Specification / Hopma

UV- spectrophotometry /
Y- criexkTpodoToMeTpHs

Complies / 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. / V®-cHeKTpsI OTIOMEHH UCIBITYEMOT0
pacTBOpa U CTaHAApTHOIO  PAacTBOpa
IEeTUpU3KHA THIpoxIopuia B obaactu ot 200,
o 400 HM HOMKHEI HMETh MaKCHMYMBI
OOIJIOIIECHKA IIPH OJHOHM M TOH XKe ANUHE
BOJIHBI C IOTIYCTUMBIM OTKJIOHEHHEM £ 2 HM.

‘Water content /
CopepxaHue BoAbI

3.1%/3,1%

INot more than 8.0% /
He 6omnee 8,0 %

[Uniformity of dosage units /
OAHOPOAHOCTDH N03HPOBAHHBIX
e ML

24/24

|Acceptance value (AV) should be not more
ithan 15.0 / Ioka3zarens nmpuemiemocty (AV)
InoyoreH ObITH He Gonee 15,0.

Dissolution / PacTeopennue

101%, 101%, 101%, 95%, 105%, 98%.

ot less than 80% (Q) of the labeled amount
f C21H2sCIN-Os-2HCI (cetinizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAILHOTO COIEPXaHUS
C21H25C1N203 -2HCI (uempmm{a
jmMruapoxiopua) depes 30 MuH.

Remarks: The Product confirms to ND/
Ilpumeuanne: IIpoxyKT COOTBETCTBYET

TpeboBanusam HJQ

Conclusion: APPROVED /
3akarwienne: OJOBPEHO

Prepared by / ITonrotoeneHo:
D. Latha - Quality control- Team

Member A g p

Checked by / IIposepeHo:
A.Susmitha - Quality control- Team
Member .

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoauTesb
V. Prashanth - Quality Assurance- Team

Member \JW’Q

Print Date /Jlata: 30-06-2025

Print Date /Jara: 30-06-2025

Print Date /JTata: 30-06-2025




' Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxt: LleTpun® TabneTky, NOKPBITEIE IIEHOYHOM 0605109K0#, 10 MI

Market / Poinok : Russia / Poccus

Batch No. / . B2501928 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepunu

Analytical Repovrt No. / . 2002FP25001604 Date of Analysis / 30-06-2025

AHajguTH4YecKuii oTyer No Jara ananuza

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JaTa npousBoIcTBA T'onen o

Mfg. License No. / MA ber: /

TIpou3BOACTBeHHAs : 63/RR/AP/96/F/R el JITI-Ne(005456)-(PT-RU)
Homep PY

JinneH3us Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapknpoBka H MakeThI YTBepxkaAeHbl: 17.02.2025

Any individual unidentified
impurity / JIro6as equHuuHast
HEHIEHTHHIIMPOBAHHAR NIPAMECH

I
'Total impurities /
CyMMa npraMeceit

Below LOD (LOD = 0.015%) / Hike

0.08% / 0,08%

0.2%/0,2%

npenena obHapyxenus (110 = 0,015%) '

No Test / [lokazaTennb Result / PesyabTaThl Specification / Hopma
6 Impurities / [Ipumecn
: Not detected / He oGHapyxena

Impurity A /
[Mpumecs A Below LOQ (LOQ =0.010%) / Hiwke  |[Not more than 0.2 % / ve 6onee 0,2 %
Impurity B / npeaesna KOMMYSCTBEHHOTO OTPeNCICHNA
[Ipumecs B TIKO = 0,010%) Not more than 0.2 % / ne 6onee 0,2 %
Impurity C /
[Ipumecs C Below LOD (LOD = 0.006%) / Huwxe  [Not more than 0.2 % / He 6onee 0,2 % _
Impurity D / npenena obHapyxenns (T10 = 0,006%)
[Tpumecs D INot more than 0.2 % / ne 6onee 0,2 %
Impurity E / Nol deiected / He o0HapyxeHa
[Tpumecs E INot more than 0.2 % / ve 6omee 0,2 %
Impurity F / 0.03%/0,03%
[lpumecs F Not more than 0.2 % / ne 6omnee 0,2 %

INot more than 0.2 % /
He bonee 0,2 %

Not more than 2.0% /
He Gonee 2,0%

Assay / KonuuecTBeHHOE
onpeneneHHe

IMpumeyanne: ITpoaykT cOOTBETCTBYE

Remarks: The Product confirms to ND/

9.88 mg/ 9,88 Mr
98.8 % / 98,8%

T TpedoBaunam HJT

Not less than 9.0 mg and not more than
11.0 mg C>;H,sCIN,O;-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr o
11,0 mr C;;H25CIN,O3-2HCI (uetupnsnHa
nuruapoxinopun) B Tabnetke (ot 90,0 % mo
1

Conclusion: APPROVED /
3axmogenue: OJOBPEHO

Prepared by / ITonrotosneHo:
D. Latha - Quality control- Team

Member y g

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

Member -
H—

Approved by: Manager/Executive /
Opobpeno: Menemxep / PykoBogutens

V. Prashanth - Quality Assurance- Team
Member

Print Date /IlaTta: 30-06-2025

Print Date /JTata: 30-06-2025

Print Date //lata: 30-06-2025

10,0 % OT HOMHUHAJILHOIO COMEPIKAHKA).




' Dr. Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
MponyxT: IleTpuH® TabyeTKH, MOKPBITEIE IUIEHOYHOM 060104K0ii, 10 MT

Market / PoiHok : Russia / Poccunst

Bateh Nogt : B2501928 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25001604 Date of Analysis / 30-06-2025

AHAIMTHYECKHI 0TueT No Jata anannza

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa npon3BOACTBA I'onen no

Mfg. License No. / MA ber: /

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

JuneH3ns Ne

Analysis performed according ND: / Ananu3 npoeenen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka U MakeThl yTBepkaeHbl: 17.02.2025

Neo Test / TlokazaTenn

Result / Pe3yabTaTtsl

Specification / Hopma

8 Subdivision of tablets /
JlesieHHe 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. /
TabneTkn COOTBETCTBYIOT TPEOOBAHHAM, €CITH
He Gonee 1 enMHEMIHAA Macca OTKIIOHSAETCS 32
npezenst 85%-115% ot cpeaneit Maccbl.
'TabmeTky He COOTBETCTBYIOT TPEOOBAHMAM,
ecnu Oonee yeM | WHAMBUAyanbHAS Macca
OTKJIOHAETCS OT 3THX NPENENIOB WIIH, eciH |
UHIUBUyallbHAsA Macca OTKIIOHAETCS 33
[mpenensl 75%-125% ot cpenHeil Macchl.

9 Microbiological purity* /

Muxpoduosiornyeckast

qncTOoTa*

) Total aerobic microbial count /
IEE YHCTI0 a3pOOHBIX

’ MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / Obmiee uncio
MIPOJMOKEBBIX M TUIECHEBBIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

Not more than 1000 CFU/g /
[He 6onee 1000 KOE/Tr

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

Shall be absent in 1g / OrcytcTBHE B I T

Remarks: The Product confirms to ND/
Ipumevanne: ITpogykT cooTBeTCTBYET TpeOGOoBaHmIM HT

Conclusion: APPROVED /
3akawdenne: OOBPEHO

Prepared by / ITonrorosneHo:
D. Latha - Quality control- Team

Member 1 E J ,

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

Member 4?’

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pykosonurens
V. Prashanth - Quality Assurance- Team

Member mW‘p

Print Date /JJata: 30-06-2025

Print Date /ata: 30-06-2025

Print Date /[lata: 30-06-2025




Dr. Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykT: LleTpuH® TabiaeTku, MOKPhITHIE ILIEHOYHOM 00011049K0if, 10 Mr

Market / PoiHOK

: Russia / Poccus

Batch No. / . B2501928 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pazmep cepun

Analytical Repourt No./ . 2002FP25001604 Date of Analysis / 30-06-2025

AnanuTnyeckuii oruer No Jara anaiusa

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa npousBoacTBa I'ogen no

Mfg. License No. / MA number: /

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

JIHLeH3ns Ne

Analysis performed according ND: / Ananus nporenen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKka H MaKeThl yrBepaxaenni: 17.02.2025

Ne | Test / Iokasatens

Result / PesynbTaThl

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
TBX/TIIBX//amomMuHieBOM OIIHCTEpE.
ITo 3 6amcTepa BMECTE € IUCTKOM-
BIUIAABILIEM YIIAKOBAHBI B IAYKY

KapTOHHYIO.

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

[To 10 TaGnerok B
[IBX/TIABX//amomMuHaueBoM Onuctepe. 1o 2
uny 3 GamcTepa BMECTE C TUCTKOM-
BKJTaJbIIIEM YIIAKOBAHBI B NIAYKY KapTOHHYTO.

* 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. / IIpoBoaXTCS IPOM3BOAMTENEM NPH BHITYCKE NEPHOAHUHECKH: IS Kaxmoit 20-0ii cepuu
Uy He MeHee 1 pasa B roz. Ilokasarens MoxeT ObITH He BkmodeH B CeprudHkar aHanusa GUpMBL.

Remarks: The Product confirms to ND/
Ilpumeuanue: [Iponykt cootBeTcTBYET TpeboBanusam HJI

Conclusion: APPROVED /
3akmodenne: OJOBPEHO

Prepared by / IToarorosneno:
D. Latha - Quality control- Team

Member g

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

Member 7
&

Approved by: Manager/Executive /
Onpo6peno: Mernemxep / PykoBoautens
V. Prashanth - Quality Assurance- Team

Member Uw“p

Print Date //laTa: 30-06-2025

Print Date /Jarta: 30-06-2025

Print Date /[lata: 30-06-2025




R os
’ °o® CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘-’ CEPTH®HKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LetpuH® TabeTKy, NOKPHITHIE IUIEHOYHOH 000n04uKoH, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2501928 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No. / . 2002FP25001604 Date of Analysis / . 30-06-2025

AHanuTH4YecKHii oTaeT Ne Jara anaamsa

Date of Manufacture / . 09-06-2025 Date of Expiry / . 31-05-2028

JlaTa npou3BoacTBa Togen oo

Mfg. License No. / MA number: /

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

JHueH3usa Ne

Analysis performed according ND: / Ananus npoeeaen no HJ{: JIII-Ne(005456)-(PI'-RU)-150524

Labeling and artworks approved: / MapkupoBka H MakeThl yTBep:kaeHbl: 17.02.2025

API name / HaumenoBaune AQC: Cetirizine dihydrochloride / LleTupu3nna Auruapoxjiopun

INN / MHH: Cetirizine / lleTupuszux

API manufacturer batch number / BT00-25007

Homep cepun nponsBogurens ADC:

FP Manufacturer API Batch number / FBSA00063

Homep cepuu cy6ecTanumu npousBoauteds I'JIdD:

API Manufactured by & country / Glochem Industries Private Limited, India /

IIpoussoautens ADC, cTpana: I'noxem Unpactpuec [IpaiiBut Jlumuren, Maans

Name, address, authorization No for FP manufacturing ;

site / Control site / Release site / Formulation Tech Ops —II, Survey No. 42p, 43, 44p, 45p, 46p,

HaunmeHoBaHue, afpec, JUIEH3H I 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

ITponsBoacTBeHHAas MUIomaaka / ILnomanka KOHTpoIs Malkajgiri Distrist — 500090, Telangana State, India (license No

kadecTBa / Ilnomagka Beimycka 63/RR/AP/96/F/R). / IlpomsBoacTBeHHOE NoApasaeneHue-11,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauyrniaiun

Bwinagx, bauynannu Mannan, Mexgan Manakamxrupu
Jucrpukr — 500090, mwrat Tenanrana, Muausa (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 medicimal 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».

3akiil04eHHe 0 cOOTBETCTBHH: «HacTodIuM A MOATBEpPXXIal0, 4TO NpHBEIEHHad Bhillle HH(pOpMaIHA sABIsETCI NOCTOBEPHOH H
TOYHOH. DTa cepHsi MpPOAYKUMH NMpou3BeieHa (BKIIOYad YNaKoBKY (MapKMpOBKY) M KOHTPOJIb KadecTBa) Ha BHINIEYKa3aHHOH
IPOM3BOACTBEHHOM IIOMAanKe (II0mMankax) B OJHOM COOTBETCTBHH ¢ TpefoBaHusaMH IIpaBun Hamexaniel MPOM3BOACTBEHHOM
npaktuku EBpasmiickoro 3koHommyeckoro coroza (GMP/EAEU/RU/00573-2022) m TpeGoBaHMsMH KOHTPOIA KadecTBa
JIEKAPCTBEHHBIX CPEACTB, a TakKE B COOTBETCTBUH CO CEUU(PUKAIUAMY, COACPXKALIMMHUCA B PETHCTPALIHOHHOM JOChE CTPAHLI-
UMIIOpTepa. 3anKcH 1Mo NPOH3BOACTRY, YIIAKOBKE M aHAJIM3y NMPOBEPEHBL, U YCTAHOBIEHO UX COOTBEeTCTBUE TpeboBanuaM Ilpasun
Hafsexallei MpOU3BOACTBEHHOM NpakTUKU EBpazuiCKOTO 3KOHOMHAYECKOTO COI03a».

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanmsm HJI 3akmwouenne: OJJOBPEHO

Prepared by / I[loarotorneno: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team Ono6peno: Menemxkep / Pykoponurens
Member Member V. Prashanth - Quality Assurance- Team

@« Member LM[()

Print Date /[Tata: 30-06-2025 Print Date /data: 30-06-2025 Print Date /Jlata: 30-06-2025




