Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: eTpuH® TabieTKy, MOKPHITHIE MIEHOYHON 060510uK0, 10 Mr
Market / PriHOK : Russia / Poccus
et e . B2404113 atch Quapticg] . 955KG /955 KT
Cepus Ne Pasmep cepuu
Analytical Repo“rt No. / - 2002FP24003141 Date of Analysis / . 31-12-2024
AHanuTHYECKHIl oTyeT Ne JaTa amannsza
Date of Manufacture / . 16-12-2024 Date of Expiry / . 30-11-2027
JaTta npousBoacTea T'open no
Mfg. License No. / MA number: /
Ilpou3BoacTBeHHAS : 63/RR/AP/96/F/R ' :  JIII-Ne(005456)-(PT-RU)
Howmep PY
JuueH3us Ne
Analysis performed according ND / Ananns nposegen mo HJ: JITI-Ne(005456)-(PI'-RU)-150524
Ne est / ITokazaTtennb Result / PesyabTaTsl Specification / Hopma
1 Description / Ouucanne White coloured, round, biconvex film[White or off white coloured, round, biconvex
coated tablet with a breakline on one side.film coated tablet with a breakline on one side,
White core on cross section. / Kpyrun bthhite to off-white core on cross section.
NIBOSIKOBBIMYKITBIE TabNeTKH, MOKPHIThIEKpyrible JIBOSKOBBIITYKJIBIE TabNeTKy,
reHoYHOH 060JI0YKo#i GeNoro 1BeTa, COKpPBITHIE ILIeHOUHOH 0007104K0it Genoro umm
puckoii Ha omHO#t crtopoHe. Hamourn Oemoro mBera, ¢ PHCKON Ha onnoﬂl
nonepeyHoM paszpeze — smpo OGemorocropoHe. Ha momepeuHoM paspese  sApO OT
LBeTa. . Genoro mo mourtH GEyIOro LBeTa.
2 Tdentiflealon / The retention tme of the main peak In theThe retentdon time of the main peak in the
NpesTHduKALIHSA 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
HPLC / BOXX in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride reference standardreference standard solution (section "Assay").
solution. / Bpema yIepKMBaHHA OCHOBHOTO IIHKa H
Bpems yaep>KUBaHUSI OCHOBHOTO MHKA HAXPOMATOIPaMME  HCIBITYEMOrO pacmopj
XpOMaTOrpaMMe UCHBITYEMOTO PacTBOPaAIOIKHO COOTBETCTBOBATh BpEMEHH|
COOTBETCTBYET BPEMEHH YAEp:KHBAHHUSYIEPKUBAHUA OCHOBHOTO nuKa H:]
OCHOBHOTO IHMKa Ha XpPOMaTOrpaMMeXpoMaTorpaMMe  CTaHAApTHOTO  PacTBOP
CTaHZApTHOTO pacTBOpa LETHPHW3HHAILIETHPH3UHA THIpOXJIOpUIa (pa3nen
TUAPOXJIOPUAR. «KonuuecTBeHHOE ONpefieiCHUe»).
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBanusM HJ{ 3akmouenne: OJJOBPEHO
Prepared by / IToarororneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Quality OpobpeHo: Menemxkep / PykoBoaurens

Team Member

control- Team Member d_/_’_ V. Prashanth - Quality Assurance- Team

Member ) W,\D

Print Date /J{ata: 31-12-2024

Print Date /ata: 31-12-2024 Print Date /Ilata: 31-12-2024




Dr. Reddy’s Q'f‘

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: LerpuH® TabneTky, NOKPHITHE INIEHOYHOM 000104KOH, 10 Mr

Market / Poinok : Russia / Poccusa
Batch No. / . B2404113 Batch Quantity / 955 KG / 955 K[
Cepusi Ne Pazmep cepun
Analytical Repovrt No./ . 2002FP24003141 Date of Analysis / 31-12-2024
AxanuTH4Yeckuii oTyer No JaTa aHann3za
Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027
ATa NPOM3BOACTEA T'omen xo
Mfg. License No. / MA ber: /
IlpousBoacTBeHNas : 63/RR/AP/96/F/R - JII-Ne(005456)-(PT-RU)
Homep PY
Junen3us Ne

Analysis performed according ND / Aunajus nposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524

Test / Iloxa3zaTein

1o

Result / PesyabTaTbl

Specification / Hopma

UV- spectrophotometry /
V®- cnektpodoTomeTpus

Complies / CooTBeTCcTBYET

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 ®-croexTpsl NOTJIOIEHHA HCIBITYEMOTO)
pacTBOpa M  CTaHAApTHOrO  pacTeop

LETHPH3UHA THOpoxJopuaa B obmactu ot 200
no 400 HM JOMKHBI HMETH MAaKCHMYMBI
MOrfolleHHs NpH OOHOM W TOH Xe JIuHE
BOJIHBI C JOIMYCTUMBIM OTKJIOHEHHEM =+ 2 HM.

3 Water content/ [Not more than 8.0% /
CopepaHnne Boabl 3.6% wiw /3,6% He Gouee 8,0 %

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OQHOPOAHOCTE A03UPOBAHHBIX 4.1/4,1 than 15.0 / ITokasarens npuemsieMoct (AV)
CAHHHIT omkeH 6eiTh He Gonee 15,0.

S Dissolution / PacTBopenue Not less than 80% (Q) of the labeled amount

99%, 100%, 100%, 102%, 101%, 99%

of C21H2sCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He mMeHee
80 % (Q) oT HOMHHAILHOTO CONEPIKAHUA
C21H25CIN203-2HCI (uetupusuna
nuruapoxnopua) yepes 30 MuH.

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykT cooTBercTBYET TpeboBanuam HJI

Conclusion: APPROVED /
3akmoyenne: OJIOBPEHO

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

Team Member ) sg E

Checked by / IIpoBepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member é_/_,_

Approved by: Manager/Executive /
OnobpeHo: MeHemkep / Pykoeoautens
V. Prashanth - Quality Assurance- Team

Member
)

Print Date /Jlata: 31-12-2024

Print Date /lata: 31-12-2024

Print Date /JTata: 31-12-2024




| Dr.‘Reddy’s "5.’.

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxkr: IeTpuH® TabIeTKH, HOKPHITHIE IJIEHOYHOM 000104KOH, 10 M

Market / PoiHoK : Russia / Poccus

Batch No. / . B2404113 Batch Quantity / 955 KG /955 KT

Cepusa Ne Pa3zmep cepuu

Analytical Repovrt No./ . 2002FP24003141 Date of Analysis / 31-12-2024

AHajuTtHyecknii oTyeT Ne JlaTta aHanu3a

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

Jarta nponssoacTea T'open no

Mfg. License No. / MA ber: /

pou3BoAcTBeHHAs : 63/RR/AP/96/F/R ok JITI-Ne(005456)-(PT-RU)
Homep PY

Juuen3us Ne

Analysis performed according ND / Anaaus nposenen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524

Ne Test / IloxasaTenn Result / PeayabnTaTsl Specification / Hopma
6 Impurities / lIpamecu ILess than Limit of Detection (LOD =
0.005%) / Hixe npenena 06GHapyKeHHs
Impurity A / (I10 = 0,005%)
[Tpumecs A INot more than 0.2 % / ue 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Hxe
[Tpumecs B npefea KoJH4ecTBEHHOro onpeaeneHHs Not more than 0.2 % / e Gonee 0,2 %
Impurity C/ (ITKO = 0,010%)
[Tpumecs C . Not more than 0.2 % / ue 6onee 0,2 % -
Impurity D / Not detected / He oGHapyxeHa
[pumecs D Not more than 0.2 % / me 6onee 0,2 %
Impurity E / Not detected / He oGHapyxena
[Mpumecs E Not more than 0.2 % / ne 6oxee 0,2 %
Impurity F / 0.02% / 0,02%
[Tpumecs F Not more than 0.2 % / ne 6onee 0,2 %
Less than Limit of Detection (LOD =
Any individual unidentified 0.015%) / Hixe npenena o6HapyxeHus
impurity / JlroGas eaAuHUYHAs (I10 = 0,015%) Not more than 0.2 % /
HEeHJIEHTH(HUIIMPOBaHHAA TIPUMECD He Oonee 0,2 %
0.05% / 0,05%
0.1%/0,1%
Total impurities / INot more than 2.0% /
Cymma npumMeceit He Gonee 2,0%
7 Assay / KoinyecTeennoe Not less than 9.0 mg and not more than
onpeaeJeHHe 11.0 mg Cz1Hz5CIN2O;3-2HCI (cetirizine
10.08 mg / 10,08 Mr dihydmchl;)ride) in table?t (between 90,0 %
100.8% / 100.8% and 110,0 % of label claim)./ Or 9,0 mMr oo
’ 11,0 mr C5H,5CIN,05-2HCI (uerupuzuna
Mruapoxinopka) B tabetke (ot 90,0 % ao
110,0 % oT HOMHHAJILHOTO COJIEPXKAHHUA).

Remarks: The Product confirms to ND/
IIpumeganue: ITponykT cooTBeTcTByeT TpeGoBaHusam HJI

Conclusion: APPROVED /
3akmwodenne: OJJOBPEHO

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

Team Member l s Z

Checked by / IlpoeepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member L

Approved by: Manager/Executive /
OpoOpeHo: Menenxep / PykoBoaurens
V. Prashanth - Quality Assurance- Team

Member
0

Print Date /JTata: 31-12-2024

Print Date /JTata: 31-12-2024

Print Date /[lata: 31-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Mpoayxr: IlerpH® TabNEeTKH, MOKPHITHIC IUICHOYHOM 060J109K0#, 10 Mr
Market / PoiHox : Russia / Poccus
Batch No. / . B2404113 Batch Quantity / 955 KG /955 KI'
Cepus Ne Pazmep cepun
Analytical Repourt No./ . 2002FP24003141 Date of Analysis / 31-12-2024
AHaJauTHYecKHil 0TYeT Ne Jata ananuza
Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027
Jara mponssoiacraa T'open no
Mfg. License No. / MA number: /
IpousBoacTBeHHAsT : 63/RR/AP/96/F/R ) JIIT-Ne(005456)-(PT-RU)
Homep PY
JHIeH3Hus Ne
Analysis performed according ND / Ananns nposeaen mo HJI: JIMI-Ne(005456)-(PI'-RU)-150524

Ne

Test / Iloka3zaTenn

Result / PesyabTaThi

Specification / Hopma

8

Subdivision of tablets /
JleneHne TadaeTOK

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. /
Ta0JIeTKH COOTBETCTBYIOT TPeOOBaHHUSM, €CIIH
He Oonee 1 exMHUYHAS Macca OTKIIOHSAETCS 32
mpeaensl $5%-115% ot cpenHen Macchl.
Tabnerku He COOTBETCTBYIOT TpEOOBaHUAM,
ecu Gontee yeM 1 HHOMBUAYaNbHASA Macca
OTKJIOHSETCS OT 3THX NPeAeNoB Ky, ecim |
UHAMBHAYaJIbHAs Macca OTKJIOHAETCA 32
npenens! 75%-125% ot cpenHeit Macchl.

Microbiological purity* /
MukpobHosiornyeckas
YHCTOTA*®

a) Total aerobic microbial count /
Obmmee 4HCII0 a3pOOHBIX

Not Applicable

MHKPOOPTaHU3MOB
Not Applicable

b) Total combined yeasts and

mould count / O61ee uucio

IPONOKEBBIX M TUICCHEBEIX IPHOOB

c) E. coli Not Applicable

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

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/

Conclusion: APPROVED /
3axmouenue: OJIOBPEHO

IIpumeuanne: IIponyxT cooTBeTcTByeT TpeGoBanusam HJT

Prepared by / IToaroroenieHo: Checked by / IlposepeHo:
D. Latha- Quality control-

Team Member gz

K.V.V. Satyanarayana - Quality
control- Team Member A/_

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurenb
|_V. Prashanth - Quality Assurance- Team

Member “Mp

Print Date /J]ata: 31-12-2024 Print Date /[lata: 31-12-2024

Print Date /[1ata: 31-12-2024




| Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IIpoaykT: IeTpuH® TabNeTKH, NOKPHITHE [UIEHOYHOM 060/104K0i, 10 Mr

Market / Puinok : Russia / Poccus

Batch No. / . B2404113 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pazmep cepuu

Analytical Repourt No./ - 2002FP24003141 Date of Analysis / 31-12-2024

AHanuTHYeCKHi oT4eT No JlaTa anannza

Date of Manufacture / . 16-12-2024 Date of Expiry / 30-11-2027

JlaTa npou3BoACTBA T'open no

Mfg. License No. / MA number: /

IIponseoacTeeHHas : 63/RR/AP/96/F/R ' JITI-Ne(005456)~(PT'-RU)
Howmep PY

JuneH3usa Ne

Analysis performed according ND / Ananns nposeaen mo HJ/I: JITI-Ne(005456)-(PT'-RU)-150524

Test / Ilokazarenn

Result / Pe3yabsTaThI

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
leaflet in a carton. / ITo 10 Ta6GaeTok B
[To 3 6mucTepa BMECTE € TUCTKOM-

BKJIAJBIIEM YIIAKOBAHBI B [IAYKY
KapTOHHYIO.

blister. 3 blisters and patient information

[IBX/TIABX//amomunneBoM GnucTepe.

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

[To 10 Tabnerox B
[IBX/ITABX//amomunnesom Onuctepe. I1o 2
uiu 3 6rcTepa BMeCTe © JIHCTKOM-
BKJIAJIILIEM YITAKOBAHBI B a4YKy 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 / IIpoBOANTCS IPOU3BOLUTENIEM MIPH BEIYCKE TIEPHONMUECKH: IS Kaxcnoi 20-0if cepur Uil He menee 1
pasa B rog. ITokasarens MoxeT OBITH He BKIIIOUeH B Ceprudukar aHanu3a GUPMEL

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykr cooTBeTcTBYeT TpeboBanmsim HIT

Conclusion: APPROVED /
3axawuenne: OJJOBPEHO

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

Team Member g

Checked by / IlpoeepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member é’/—

Approved by: Manager/Executive /
Opo6peHo: Menemxkep / PykoBoauTeNb
V. Prashanth - Quality Assurance- Team

Member
e

Print Date /J{ata: 31-12-2024

Print Date /Hara: 31-12-2024

Print Date /[{ata: 31-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Ietpyua® TablleTKU, NOKPHITHIE INIEHOYHOM 060s10uKOM, 10 MP
Market / PoiHok : Russia / Pocenst
Tl o/ : B2404113 Batch Quantity / : 955KG /955 KT
Cepusi Ne Pazmep cepun
.Analytlcal Repourt No. / . 2002FP24003141 Date of Analysis / . 31-12-2024
AHANHTHYeCKHI oTdeT Ne JlaTa anHann3a
Date of Manufacture / . 16-12-2024 Date of Expiry / . 30-11-2027
JaTa npouszBoacTBa Togen mo
Mfg. License No. / MA ber: /
IIponseoacTBeHHan : 63/RR/AP/96/F/R el JITI-Ne(005456)-(PT-RU)
Homep PY
Juuensus Ne
Analysis performed according ND / Ananu3s npoeeaed mo H: JIII-Ne(005456)-(PT-RU)-150524

API name / HaumenoBanne A®C: Cetirizine dihydrochloride / ertupusrza quruapoxiopun

INN/MHH: ; Cetirizine / IleTupmsux

API manufacturer batch number / BT00-24060, BT00X24005

Homep cepnu nmpouspoantenn A®C:

FP Manufacturer API Batch number / FBRA00566, FBRA00639

Howmep cepuu cy6ctanuun npoussoantens I'JId:

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

Hpouspoauteanr A®C, cTpana: I'noxem HUupactpuec IIsT. JITA., MHAHS

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, aApec, THUEH3HS A Malkaygiri Distrist — 500090, 'l'elangana State, India (license No

IIponsBoacTeenHast maomaaka / Ilmomanka KoHTpOIS 63/RR/AP/96/F/R). / llpouzBoacTBeHHOE oapasaenenue-II,

kayecTsa / Hlnomaaka BeImycka Vwuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, bauynannu

Bumnamxk, Bauynannu Mannan, Meauan Manakamkrupu
Huctpukr — 500090, wtat Tenaurana, Manus (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».

3axuouende o cooTeeTcTBuM: «HacTosmuM s moaTBep:kalo, YTO NPUBEAEHHAS BhIlE MHGOPMAIHMS ABJISETCS JIOCTOBEPHOM U
TOYHOH. DTa cepua MPOAYKUMH NpOM3BedeHa (BKJIOYAs YNAKOBKY (MapKHpPOBKY) M KOHTPOJIb KAyecTBa) Ha BhHIIEYKA3aHHOM
NPOM3BOACTBEHHOMN IIomajke (IUIoMmaakax) B HOJHOM COOTBETCTBHH C TpeOoBaHUAMH IIpaBun HajiexKalleil Npou3BOICTBEHHOM
npakTukd Eppasumiickoro skoHommuyeckoro coroza (GMP/EAEU/RU/00573-2022) u TpeGoBaHWSMHM KOHTpOJA KauyecTBa
JIeKapCTBEHHBIX CPENCTB, & TAKXKE B COOTBETCTBHU CO CHELUGUKALMSIMH, COACPKAIMUMHUCS B PETHCTPALIMOHHOM JOCHE CTPAHEBI-
HMIIOpTepa. 3amnucy 1o NPOH3BOACTBY, YNAaKOBKE U aHAIM3Y [IPOBEPEHbl, H YCTAHOBJIEHO X COOTBETCTBHE TpeGosaHusaM Ilpasun
HaJJIeKaiei Mpou3BoACTBEHHO NpakTrky EBpasuiickoro 3KOHOMHYECKOTo COI03ay.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: [Iponykr cootBercTBYeET TpeboBanuam HIT 3axaouenue: OJJOBPEHO
Prepared by / IToarorossnexo: Checked by / Ilpoeepeno: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Quality Ono6peno: Menemxkep / PykoBoautens
Team Member ‘&/" control- Team Member &l_y. Prashanth - Quality Assurance- Team

Member

| U0

Print Date /Jlata: 31-12-2024 Print Date /Hara: 31-12-2024 Print Date /[lata: 31-12-2024




