'Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: LlerpuH® TabneTky, NOKpHIThIE INIEHOYHOH 0600uKo#, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . B2404112 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ - 2002FP24003132 Date of Analysis / 31-12-2024

AHaluTHYECKHH 0TYeT No JlaTa aHanuza

Date of Manufacture / . 14-12-2024 Date of Expiry / 30-11-2027

JaTa npoH3BOACTBA T'ogen no

Mfg. License No. / MA number: /

IpousBoncTeeHHas : 63/RR/AP/96/F/R ‘ JIT1-Ne(005456)-(PT-RU)
Howmep PY

JHueH3us Ne

Analysis performed according ND / Ananus nposegen no H/I: JIII-Ne(005456)-(PT'-RU)-150524

Ne |Test / TlokasaTennb Result / PesyabTaThl

Specification / Hopma

1 White coloured, round, biconvex film|
coated tablet with a breakline on one side.

White core on cross section. / Kpyrineie

|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.

IMBOSIKOBLIITYKIIBIE TaOJETKH, MOKPBITHI
IUICHOYHOM 000JI0ukoii Oenoro meera,
puckoii Ha omHoit cropoHe. H
nonepeyHoM paspese — snpo Gemoro
[[BETA.

-

3[({)}’[‘.113[8

IBOSKOBBITYKJIBIC Tabnerky,
MOKPBITHIE INICHOYHOH 060J104K0i1 6e0ro miH
nmoutH Oemoro uBera, ¢ pHUCKOi Ha OnHOH
cropoHe. Ha monepedynom paspesze sAOpo o7
Gestoro 10 nmoutH Henoro npera.

-

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

Identification /
NpenTndpuxanus

HPLC / BOXX

‘I'he 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
solution. /

CTaHOApPTHOTO
CHIPOXJIOpHIA.

pacTBopa

standardreference standard solution (section "Assay").

Bpems yaep)KHBaHHA OCHOBHOTO MKa HAXpOMaTorpaMmme
XpOMaTorpaMMe HCIBITYEMOrO PacTBOPaIOKHO
COOTBETCTBYET BpPEMEHH YACPKMBAHUAYIEPKHUBAHUSA
OCHOBHOTO IIHKa Ha XpOMaTorpaMMmexpoMarorpamme
LIETHPU3HHAETHPH3HHA

Bpems y#ep)KMBaHHS OCHOBHOrO IHKAa H
HCIIBITYEMOTO pachop:l
COOTBETCTBOBATh BPEMEHU
OCHOBHOrO0  THKa  Ha
CTAHAApPTHOrO  PacTBOpA
TMAPOXJIOpHAA (paznen
«KonnuecTeeHHOE ONpeieNIeHue).

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaHusam HJI

Conclusion: APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / ITonrororneno: Checked by / ITpoeepeHo:

D. Latha- Quality control- K.V.V. Satyanarayana - Quality
control- Team Member d’/

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykopomuTtens
V. Prashanth - Quality Assurance- Team

Member
%Y

Team Member ‘g 2 2
Print Date /[Jara: 31-12-2024

Print Date /Jlata: 31-12-2024

Print Date /Iata: 31-12-2024




| Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUDPHNKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IpoaykT: LleTpuH® TabneTkH, MOKPHITHIE INICHOYHO! 06010uK0M, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . B2404112 Batch Quantity / 955 KG/ 955 KT

Cepus Ne Pa3zmep cepun

Analytical Repourt No./ . 2002FP24003132 Date of Analysis / 31-12-2024

AHanuTHYecKHii oTHeT Ne Jara aHannza

Date of Manufacture / . 14-12-2024 Date of Expiry / 30-11-2027

JlaTa mpou3BoACTBA Topen o

Mfg. License No. / MA number: /

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

nrnen3us Ne

Analysis performed according ND / Anaau3 nposenen nmo HJ/I: JIIT-Ne(005456)-(PI'-RU)-150524

Ne est / IlokazaTenn

Result / PezyabsTaTht

Specification / Hopma

UV- spectrophotometry /
Y ®- cnexrpodoTomerpus

Complies / CooTeeTcTBYET

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 ®-crnexTphl NOTNOMEHHS HCIBITYEMOTO
pacTBopa W CTaHOApTHOTO  pacTBOpd
-IETMPH3MHA THAPOXJIOpUaa B obnacty ot 200
mo 400 HM [JOMKHBEI HMETE MaKCHMYMB]
MOTJIOLIEHUA NPH OJHOM U TOH XK€ IJIMHE
BOJIHEI C IOTYCTUMBIM OTKJIOHEHHEM =+ 2 HM.

Water content/
Conepixanne BoIbl

3.6% wiw / 3,6%

Not more than 8.0% /
IHe Gonee 8,0 %

Uniformity of dosage units /

CAHHHILL

O}IHOpO}IHOCTL AO3HPOBAHHBIX

3.1/3,1

Acceptance value (AV) should be not more
than 15.0 / Tlokasatens mpuemaemoctd (AV
imosceH OwITh He Gonee 15.0.

Dissolution / PacTBopenne

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

INot less than 80% (Q) of the labeled amount
of C21HasCIN2O3°2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAILHOTO COAEpPIKaHKA
C21H25CIN20;5-2HCI (uernpuzuna
uruapoxnopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
Ilpumedanue: IlponykT cooTseTcTBYET TpeOGoranmim HJT

Conclusion: APPROVED /
3axmwouenne: OJOBPEHO

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

Team Member g

Checked by / IIpoBepeHo:

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

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykoroautens
V. Prashanth - Quality Assurance- Team

Member U\MO

Print Date /Hata: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /[ata: 31-12-2024




Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
ITpoayxr: LleTpuH® TabNeTKH, NOKPHITHIE NNEHOYHOH 06010uK0H, 10 Mr

Market / Peinok : Russia / Poccust

Batch No./ : B2404112 Batch Quantity/ . o551/ 955 KT

Cepusn Ne Pasmep cepun

Analytical Repourt No./ . 2002FP24003132 Date of Analysis / . 31-12-2024

AHaJHTHYECKHH oTUeT Ne JaTa aHa/u3za

Date of Manufacture / . 14-12-2024 Date of Expiry / . 30-11-2027

JlaTa npon3BoACTEA T'ogen go

Mfg. License No. / MA ber: /

TIpoH3BOACTBeHHAs : 63/RR/AP/96/F/R pumoer: :  JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3usa No

Analysis performed according ND / Anaau3 npopeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

WNe Test / Iloxasateanb Result / Pe3yabTaThl Specification / Hopma
6 Impurities / Ipumecs Less than Limit of Detection (LOD =
0.005%) / Hixe npenena oGHapy)KeHUS

Impurity A / (I1I0 = 0,005%)
[primMecs A INot more than 0.2 % / ue 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
[Mpumecs B npenena KOJMYSCTBEHHOTO onpeneneHusaNot more than 0.2 % / He 6onee 0,2 %
Impurity C/ (IIKO = 0,010%)
[Tpumecs C . Not more than 0.2 % / ne 6onee 0,2 %
Impurity D / Not detected / He obHapyxeHa
ITpumecs D Not more than 0.2 % / ve Goaee 0,2 %
Impurity E / Not detected / He o6Hapy:xeHa
Ipumecs E Not more than 0.2 % / He 6onee 0,2 %
Impurity F / Less than LOQ (LOQ = 0.023%) / Huxe
IIpumecs F npezesia KOJIMUECTBEHHOro onpeeneHusNot more than 0.2 % / He 6onee 0,2 %

(IIKO = 0,023%)
Any individual unidentified
impurity / Jlro6ast eqUHHYHASL Less than Limit of Detection (LOD =  [Not more than 0.2 % /
uenneHTHduUEpoBanHas npuMecs (0.015%) / Hinke npeaena obHapyxeHus [He 6onee 0,2 %

(ITO = 0,015%)

0.05% / 0,05%

'Total impurities / Not more than 2.0% /
CymMa mpuMeceit 0.1%/0,1% He Gonee 2,0%
7 Assay / KonnuyecTBeHHoe Not less than 9.0 mg and not more than
onpeneneHne 11.0 mg C5HzsCIN,O3-2HCI (cetirizine
; . 0
9.96 mg / 9,96 mr dlhydrochioorlde) in tablett (between 90,0 %
99.6% / 99.6% nd 110,0 % of label claim)./ Ot 9,0 mMr no
) ? 11,0 Mr C21H25CIN2O5-2HCI (nerupusnza
uruapoxnopsa) B Tabnerke (ot 90,0 % no
110,0 % OT HOMMHAJIEHOTO COIEPKAHMUA).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanmam HII 3akmouenune: OJIOBPEHO
Prepared by / ITonqrorosneHo:; Checked by / IIposepeno: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Quality Opnobpeno: Menerxep / PykoBomurens
Team Member control- Team Member d_,,, V. Prashanth - Quality Assurance- Team
Member
5 )
Print Date /[laTa: 31-12-2024 Print Date /Jlata: 31-12-2024 Print Date /Jlata: 31-12-2024




'Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Ilerpur® TaGNeTkH, MOKPHITHIE TUIEHOYHOH 060,109K0i, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / . B2404112 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP24003132 Date of Analysis / 31-12-2024

AHaauTHyeckuii oruer Ne JlaTa aHanu3a

Date of Manufacture / . 14-12-2024 Date of Expiry / 30-11-2027

JlaTta npou3BoacTBA T'ogen xo

Mfg. License No. / MA ber: /

IIpouseoacTBennas : 63/RR/AP/96/F/R number: JITT-Ne(005456)-(PI'-RU)
Homep PY

JHuensus Ne

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

Result / Pe3yasTaThl

Specification / Hopma

Complies / CootBercTByeT

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. /
TaGneTku COOTBETCTBYIOT TPEOOBAHUAM, €CIIU
He Gonee 1 equHUYHAS Macca OTKJIOHSETCS 3a
Npeaeab! 83%-115% OT epeaHed MAcCHL.
TabneTku He COOTBETCTBYIOT TPEGOBAHHUAM,
ecnu OoJiee yeM 1 MHAUBUAYAIBHAS Macca
OTKJIOHAETCS OT 3THX NPEIENIOB WM, eciu 1
MHIHUBUAYAIbHAs MAacca OTKIOHAETCS 32
npenenst 75%-125% ot cpeaHeil MaccHl.

\Ne est / IloxazaTesn

8 Subdivision of tablets /
Jlenenne Tabnerox

9 Microbiological purity* /
Mukpo0HoaorndecKas
YHCTOTA*

a) Total aerobic microbial count /
Obmee yucno a3poOHBIX
MHKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O61ee uncio

IPOAIKEBBIX U ILITECHEBBIX FpI/I6OB

c) E. coli

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

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

Absent in 1g / OtcyrcTByeT B 1T

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

INot more than 100 CFU/g /
He 6o0nee 100 KOE/T

Shall be absent in 1g/ OtcyrctBue B 1 ¢

Remarks: The Product confirms to ND/

IIpumedanue: IIpoayxT cooTBeTcTBYET TpeboBaHmsaM HJT

Conclusion: APPROVED /
3aknoyenne: OJJOBPEHO

Prepared by / [ToarotosneHo:
D. Latha- Quality control-

Team Member " Ez 2

Checked by / IlposepeHo:
K.V.V. Satyanarayana - Quality
control- Team Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykoroaurens
| V. Prashanth - Quality Assurance- Team

Member U]M@

Print Date /Jlata: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /Mara: 31-12-2024




| Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IMpoayxr: Lerpuu® TabneTkH, MOKPHITHIE IUIEHOYHOM 06010uKOM, 10 Mr

Market / PoiHOK : Russia / Poccusa

Batch No. / . B2404112 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepun

Analytical Repourt No. / . 2002FP24003132 Date of Analysis / 31-12-2024

AHaJuTHYecKHii oT4eT Ne JlaTa aHa/m3a

Date of Manufacture / . 14-12-2024 Date of Expiry / 30-11-2027

Jata npon3BoacTaa TI'onen po

Mfg. License No. / MA number: /

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

JHieH3nsa Ne

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

est / IToxasarean

Result / Pe3yabTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / I1o 10 Tabnerox B
[MBX/TTIIBX//anroMuHKeBoM OnmcTepe.
[To 3 6micTepa BMeCTe C JTHCTKOM-
BKJIA[BILIEM YAaKOBAHEI B TAYKy
KAPTOHHYIO.

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

[To 10 Tabnerok B
[MBX/TIABX//amomuunerom Onucrepe. 1o 2

1K 3 GIIKCTEpa BMECTE C JIUCTKOM-
BKJIaBILIEM YIIAKOBAaHBI B a4Ky 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 / IIpoBOAUTCS IPOHU3BOAMTENEM TIPH BEIYCKE TIEPHOAMYECKH: I Kaxmoi 20-0ii cepum Min He MeHee 1
pasa B rofl. [Tokasatens MoxeT GbITh He BKIFOYeH B CepTuduKaT aHamm3a GUPMEL

Remarks: The Product confirms to ND/
IIpumedanne: Ipoaykr cooTBercTByeT Tpebopanmam HJI

Conclusion: APPROVED /
3axnwouenue: OJIOBPEHO

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

Team Member L&/

Checked by / IIposepeHo:

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

Approved by: Manager/Executive /
Onob6peno: Menemxkep / PykoBoautenn
V. Prashanth - Quality Assurance- Team

Member M\p

Print Date /JJata: 31-12-2024

Print Date /JlaTa: 31-12-2024

Print Date /[lata: 31-12-2024




'Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
IIpopyxr: Letpua® TabneTKy, MOKPHITHE MIICHOYHOM 060104Koi, 10 Mr
Market / Poinok : Russia / Poceust
Batch No. / . B404112 Batch Quantity / 955 KG / 955 KI'
Cepust Ne Pa3zmep cepun
Analytical Repo“rt No./ - 2002FP24003132 Date of Analysis / 31-12-2024
AHaJuTHYecKHii oT4eT Ne JlaTa ananu3a
Date of Manufacture / . 14-12-2024 Date of Expiry / 30-11-2027
JlaTa npou3BoACTBA TI'ogen no
Mfg. License No. / MA number: /
IlpousBoacTBeHHas : 63/RR/AP/96/F/R ah JITI-Ne(005456)-(PT-RU)
Homep PY

JHneH3us Ne
Analysis performed according ND / Anaan3s nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

Cetirizine dihydrochloride / IeTupu3uHa gUrHAPOXIOPUA
Cetirizine / Ietnpuzun

API name / HaumeHosanue ADC:
INN / MHH:

API manufacturer batch number / BT00X24005
Howmep cepun npoussoaurtens ADC:
FP Manufacturer API Batch number / FBRA00639

Homep cepun cyGcTannun nponssoautesis IJID:
API Manufactured by & country /
Iponseoanrens ADC, crpana:

Glochem Industries Pvt. Ltd., India /
I'noxem Unpacrpuec I1er. JItn., Uagus

Name, address, authorization No for kP
manufacturing site / Control site / Release site /
Harunononanme, nApoe, JIIEI3 s AJIsT
IIponsBoacTBenHas miromwaaka / Ilmomanka KOHTPOJIS

Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p, -
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

Malkajgiri Distrist 500090, Tolangana State, India (lioonse Mo
63/RR/AP/96/F/R). / TIponzBoacTBeHHOE noapasaeienue-1l,

Vwuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu
Buwiapx, Bauynannu Mannan, Menuan Manakamkriapu
Huctpukrt — 500090, mrar Tenanrana, Uuous (JIuuenzus Ne
63/RR/AP/96/F/R).

KadectBa / Ilnomaaka BeImycKa

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».

3akaoueHHe 0 COOTBETCTBHH: «HacTosIuM 51 MOATBEPK A0, YTO TPUBEACHHAS BHIIIE HHOPMALUA ABJISETCA NOCTOBEPHOM U
TOYHOH. Ta Cepus MPOAYKIMH NpOM3BeleHa (BKIOYas YNakoBKY (MapKHpOBKY) M KOHTDOJb KauecTBa) Ha BhILIEYKa3aHHOU
MPOM3BOJICTBEHHOM IuTomagke (IWI0MafKaxX) B MOJHOM COOTBETCTBHH ¢ TpeOoBauusamu Ilpasmi Hamnexameii npou3BONCTBEHHOM
nmpakTUKH EBpasuiickoro skoHoMuueckoro cowsa (GMP/EAEU/RU/00573-2022) u TpeGOBaHHAMH KOHTPOJS KauecTRa
JIEKAPCTBEHHEBIX CPEJICTB, a TAKKE B COOTBETCTBUH CO CIELMHUKALMAMY, COASPKALIMMUCA B PETHMCTPALlMOHHOM JIOChE CTPAHEI-
KMMIIOpTepa. 3anucy N0 NPOU3BOACTBY, YIIAKOBKE M aHAHM3y NIPOBEPEHBI, H YCTAHOBJICHO MX COOTBETCTBUE TpeboBanusaM IIpasun
HaJIe)KalleH NpOU3BOACTBEHHOM NpakTuku EBpa3zuiickoro 3KOHOMHYECKOIO COKO3a).

Conclusion: APPROVED /
Saxaouenne: OJOBPEHO

Remarks: The Product confirms to ND/
IIpumeuanne: Ilponykr coorBercTByeT TpeGoBanusM HJI

Prepared by / IloarorosneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Quality OnobpeHo: MeHemxkep / Pykoroaurens

Team Member control- Team Member &/ V. Prashanth - Quality Assurance- Team
1-25{;,4 Member \Nﬂp

Print Date /Mata: 31-12-2024 Print Date /Hara: 31-12-2024 Print Date /Hata: 31-12-2024




