Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUNKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: Lerpun® TabneTky, MOKPLITHE IIEHOYHO 06004ukoii, 10 Mr

Market / PoiHox : Russia / Poccusa

Batch No. / . B2404115 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3mep cepun

Analytical Repo“rt No. / . 2002FP24003162 Date of Analysis / 31-12-2024

AHannTH4yecKHii oTuer Ne JlaTa aHanu3a

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

JlaTta npon3BoacTBA T'ogex o0

Mfg. License No. / MA ber: /

Ilpou3sBoacTBEHHAs : 63/RR/AP/96/F/R numbyer: JITI-Ne(005456)-(PT"-RU)
Homep PY

JnueH3nsa Ne

Analysis performed according ND / Ananns nposener o HJI: JITI-Ne(005456)-(PT-RU)-150524

(Ne

Test / Iloxa3zaTenn

Result / Pe3yabTaThl

Specification / Hopma

1

Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrnsie
IIBOSAKOBEIMYKIBIE TaGJEeTKH, MOKPBITHI
reHo4HOH oOoJioukoli Gemoro mBerta,
PHCKOM Ha OAHOH  CTOpPOHE.
nomepeyHoM paspese — saapo Genor
LBeTA. .

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

Hanoutu Genoro uBera, ¢ pHUCKOH Ha OJIHOM

Kpyribie JBOSIKOBBIITYKJIBIE TabnerTky,
MOKPBITHIE IIEHOYHOI 0607104KOH 6enoro uny

cropoHe. Ha momepeuHoM paspese gapo o7
Gestoro 1o oyt 6eoro LUBeTa.

Identification /
NnenTuduxauun

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 Cetirizine

Hydrochloride reference standardreference standard solution (section "Assay").

solution. / Bpems yIoep>kMBaHUSI OCHOBHOTO THKa Hﬂ
Bpemst ynepKuBaHHs OCHOBHOIO NHKA HAXPOMATOTpaMMe  HCIIBITYEMOTO  PacTBOp

XpOMaTorpaMMe HUCHEITYEMOro pamop%nonmﬂo COOTBETCTBOBATH BpEMEHH
COOTBETCTBYET BPEMEHH YAEpyHBAHHAYAECPHKHBAHHUA OCHOBHOTO MHKa Hai
OCHOBHOrO MHMKA HA XPOMATOrpaMMEXPOMAaTorpaMme  CTAaHIAPTHOTO  PacTBOpa
CTAHHAPTHOTO pacTBOpa  LETHPH3MHAUETHPH3UHA ruapoxiopuna (paznen
THIPOXIOpPHIA. «KonuyecTBeHHOE ONpeeTICHUE).

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

Remarks: The Product confirms to ND/
IIpumeuanne: ITponykt coorBercTByeT TpeboBanmsamM HJT

Co

3axmouenue: OJIOBPEHO

nclusion: APPROVED /

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

Team Member 1 g;

Checked by / ITpoepeHo:

K.V.V. Satyanarayana - Quality
control- Team Member é”,_

Approved by: Manager/Executive /
Ono6peno: Meuemkep / Pykoponurens
V. Prashanth - Quality Assurance- Team

Member WA\O

Print Date //ara: 31-12-2024

Print Date /Mara: 31-12-2024

Print Date /Jlata: 31-12-2024




Dr. Reddy’s ‘g'.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykr: Llerpuu® TabaeTky, HOKPHITEE IEHOYHOM 060510uK0i, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2404115 Batch Quantity / 955 KG / 955 KI'

Cepus Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP24003162 Date of Analysis / 31-12-2024

AmnajauTHYecKHi oTyeT Ne JlaTa anaaH3a

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

JlaTa npou3BoACTBa T'omen no

Mfg. License No. / MA ber: /

TIpousBoACTBeHHAs : 63/RR/AP/96/F/R g =k JITI-Ne(005456)-(PT-RU)
Homep PY

Juuenzus Ne

Analysis performed according ND / Anaans nposeaen o HJI: JIT-Ne(005456)-(PT-RU)-150524

Ne Test / Ilokasarenn

Result / Pe3ynbTaThl

Specification / Hopma

UV- spectrophotometry /
V- ciektpodoToMeTpus

Complies / CootsetcTByeT

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
lexhibit maxima absorbance at about the same)
wavelengths with an allowed variation of +2|
nm. / Y®-crieKTps! NOTJIOMEHN HCIIBITYEMOro
pacTBOpa M CTaHOApPTHOTO  pacTBOpa
UeTHpH3MHA THapoxjopuaa B obnactu ot 200
o 400 HM [OOJKHBI HMETh MaKCHMYME]
MOrJOUIEHHA MpH OAHOM M TOH e MHE
BOJIHBI C IONYCTHMBIM OTKJIOHEHHEM + 2 HM.

3 Water content/
Coaepikanne BOIbI

3.8% w/w/3,8%

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

4 Uniformity of dosage units /

CAHHHIL

OJIHOPOIIHOCTL AO3HPOBAHHBIX

32/32

Acceptance value (AV) should be not more
than 15.0 / ITokazarens npuemiaeMoctu (AV
mospkeH ObITE He Oonee 15,0.

5 Dissolution / Pacreopenne

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

INot less than 80% (Q) of the labeled amount
of C21H25CIN,O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) 0T HOMUHAIBHOTO COAEPIKAHUS
C21H2sCIN203-2HCI (uetupuzuna
MUrHAPOXJIOpHA) uepe3 30 MUH.

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoxykt cooTBeTCTBYeT TpeGosanusm HJT

Conclusion: APPROVED /
3axmaiouyenue: OJIOBPEHO

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

Team Member 1 !g .

Checked by / IIpoeepeHo:

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

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

Member Mﬂ

Print Date /[Tara: 31-12-2024

Print Date /MTata: 31-12-2024

Print Date /{ata: 31-12-2024




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTI3A

Product: Cetrine film coated tablets, 10 mg
ITpoaykr: Lerpua® TabneTky, MOKPHIThIE MIEHOYHOH 060s0oukoii, 10 Mr

Market / Poinok : Russia / Poccus

AN : B2404115 Eatchl Quantieylf . 955KG /955 KT

Cepusi Ne Pazmep cepun

Analytical Repo“rt No. / . 2002FP24003162 Date of Analysis / . 31-12-2024

AHanuTH4YecKHii oTueT No JlaTa anann3za

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

JaTra npousBogcTBa T'ogen oo

Mfg. License No. / MA number: /

IIpou3sBoacTBeHHASN : 63/RR/AP/96/F/R : :  JIII-Ne(005456)-(PT-RU)
Homep PY

JHueH3usa Ne

Analysis performed according ND / Anann3 nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524

ompeaecHue

Ne Test / IlokazaTesb Result / Pe3yabTaThl Specification / Hopma
6 Impurities / IIpumecn Less than Limit of Detection (LOD =
0.005%) / Hixe npenena oOHapyxkeHus
Impurity A / (T10 = 0,005%)
[Tpumecs A Not more than 0.2 % / ne 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
IIpumecs B npenena KOJHYECTBEHHOTO ompeneneHusNot more than 0.2 % / e 6onee 0,2 %
Impurity C/ (ITKO = 0,010%)
[pumecs C - Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Not detected / He oGHapyxeHa
[Tpumecs D INot more than 0.2 % / He 6onee 0,2 %
Impurity E / Not detected / He oOHapyxeHa
IMpumecs E Not more than 0.2 % / ne Gonee 0,2 %
Impurity F / Less than LOQ (LOQ = 0.023%) / Hinxe
ITpumecs F Tipenesa KonudecTBeHHoro onpeaeneHus{Not more than 0.2 % / He 6onee 0,2 %
(IIKO = 0,023%)
Any individual unidentified
impurity / Jlrobas equHIaHas Less than Limit of Detection (LOD = [Not more than 0.2 % /
nenpenTuduurpoBanHas npumecs [0.015%) / Hike npenena obHapyxenus [He Gonee 0,2 %
(ITO = 0,015%)
Less than LOQ (LOQ = 0.05%) / Huxe
Total impurities / npezaesia KONMMYECTBEHHOTO onpeneneHus Not more than 2.0% /
CymMa mpumeceii (IIKO = 0,05%) He 6omnee 2,0%
Not detected / He o6HapyxeHa
7 Assay / KonrndecTBeHHOe Not less than 9.0 mg and not more than

11.0 mg C1HpsCIN,O3-2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr D0
11,0 mr C21H25CIN2O;5-2HCI (1eTupusiHa

10.01 mg/ 10,01 mMr
100.1%/100,1%

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

IIpumeuanue: Ilpogykt coorBeTcTByeT TpeOoBaHmIM HJJ 3axmouenne: OJIOFPEHO

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

D. Latha- Quality control- K.V.V. Satyanarayana - Qualjty Opno6peno: Menemkep / PykoBoauteis

Team Member control- Team Member Cﬁ/ V. Prashanth - Quality Assurance- Team
Lg:ib Member

Print Date /dara: 31-12-2024 Print Date /arta: 31-12-2024 Print Date /Nata: 31-12-2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A

Product: Cetrine film coated tablets, 10 mg

Hponykr: Lerpnu® TabneTky, NOKPHITHE MIIeHOYHOH 00010uK0M, 10 MI

Market / Poinok : Russia / Poccus

Batch No. / . B2404115 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepnn

Analytical Repo“rt No. / . 2002FP24003162 Date of Analysis / 31-12-2024

AHanuTnyeckuii oryer Ne JlaTa anannsa

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

JlaTa npon3BoAcTBa T'ogen no

Mfg. License No. / MA ber: /

TIpou3BoACTBeHHAS : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3na Ne

Analysis performed according ND / Ananns nposeaen nmo HJI: JIII-Ne(005456)-(PT'-RU)-150524

INe Test / TlokazaTens

Result / PeyabTaThl

Specification / Hopma

muruapoxyopun) B Tabnerke (ot 90,0 % no
110,0 % OT HOMHHAITBHOTO COJEPKAHNIA).

8 Subdivision of tablets /
Jenenue Ta0JIeTOK

Complies / CooTBeTcTByeET

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 % ta 125 % of the average mass, /
TabneTkH COOTBETCTBYIOT TPEOOBaHUSAM, €CH
He Oostee 1 eqHIYHAS Macca OTKJIIOHSETCA 33
nipenesnsl 85%-115% ot cpenHeit Macchl.
TaGneTkH He COOTBETCTBYIOT TpeGOBaHUAM,
lecii Gonee yem 1 UHAMBHUAYaNIbLHAS Macca
OTKIIOHAETCSH OT ITHX NpenesioB Wiy, ecau 1
MHIMBHAYaTbHAA Macca OTKIIOHAETCA 3a
npenenst 75%-125% oT cpenHel Macchl.

9 Microbiological purity* /
MukpoGuonornyeckas
yncToTa®

a) Total aerobic microbial count /
O6mee 4uCco a3poOHBIX
MHUKPOOPTaHH3IMOB

b) Total combined yeasts and

mould count / O01nee uncno
IPOXKKEBBIX U IUIECHEBBIX TPHOOB

c) E. coli

Not Applicable

Not Applicable

Not Applicable

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

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

Shall be absent in 1g/ OrcyrctBre B 1 T

Remarks: The Product confirms to ND/

Ipumeuanue: IIpogykt cooreercTByeT TpeboBanuam HII

Conclusion: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / IoarorosneHo:
D. Latha- Quality control-
Team Member

F

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

Qua!ity

Approved by: Manager/Executive /

Onobpeno: MeHemxkep / PykoBomurtens
V.
Member

Prashanth - Quality Assurance- Team

U

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

Print Date /Jlata: 31-12-2024

Print Date /[lata: 31-12-2024

\




Dr. Reddy’s Q':°

CERTIFICATE OF ANALYSIS

CEPTHUO®HKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: Ierpuu® TabneTky, NOKPHIThIE IICHOYHOH o6osoukoii, 10 Mr

Market / PeiHok : Russia / Poccust

Batch No. / . B2404115 Batch Quantity / 955 KG /955 KI"

Cepns No Pazmep cepun

Analytical Repourt No. / . 2002FP24003162 Date of Analysis / 31-12-2024

AHaauTH4ecKkHii oTyeT No Jata anaausa

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

JlaTa mpon3BoOACTBA Togen oo

Mfg. License No. / MA ber: /

IIpoH3BoACTBeHHAS : 63/RR/AP/96/F/R . e JII-Ne(005456)-(PT-RU)
Homep PY

JHueH3ns Ne

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

INe Test / IlokazaTean

Result / Pe3yabTaThl

Specification / Hopma

10 Package / Ynakoeka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TaGnerok B
[MBX/TIABX//anioMHUHHeBOM OancTepe.
[To 2 6nucTepa BMECTE C JIMCTKOM-
BKJIAABIIEM YIaKOBaHbI B MAYKY

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

[To 10 Tabnerok B
[IBX/TI/IBX//antoMunneBoM Giuctepe. 1o 2
1 3 Gnuctepa BMECTE C JIMCTKOM-

KapTOHHYIO.

BKJIABILIEM YIIAKOBAHEI B IIAYKY 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 / TIpoBoauTCs NIPOU3BOAMTENEM MPH BBIMYCKE MEPHOAMYECKH: s Kaxxaoit 20-oi cepun mmm He MeHee 1
pasa B roa. Ilokasarens MoxeT ObITh He BUIIOYCH B CepTHdukaT aHamza GUpMEL

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykTt coorercTByeT TpeboBanuam HJ{

Conclusion: APPROVED /
3axmovyenue: OJJOBPEHO

Prepared by / IToaroroeneHo: Checked by / IIposepeHo:
D. Latha- Quality control-
Team Member

K.V.V. Satyanarayana - Qualigy
( g g . control- Team Member L

Approved by: Manager/Executive /
Onmobpeno: Menemxkep / Pykoponutenb
V. Prashanth - Quality Assurance- Team

Member umo

Print Date /Mara: 31-12-2024

Print Date /Jlata: 31-12-2024

Print Date /ara: 31-12-2024 i




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykr: LletpuH® TabneTky, MOKPHITHIE UIeHOUYHOH 0bonoukoit, 10 Mr

Market / Puinok : Russia / Poccust

Batch No. / . B2404115 Batch Quantity / . 955KG/955 K

Cepusi Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP24003162 Date of Analysis / . 31-12-2024

AHanuTnyeckuii oryer No Jara anann3za

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

JlaTa npou3BoAcCTBa Tonen mo

Mfg. License No. / MA ber: /

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

JuneH3ns Ne

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

API name / HanmenoBaune A®C: Cetirizine dihydrochloride / Iletrpyusnsa qUTHAPOXIIOPHI

INN / MHH: E Cetirizine / Hetupusun

API manufacturer batch number / BT00X24005

Homep cepun npounssoanress ADC:

FP Manufacturer API Batch number / FBRA00639

Homep cepun cyocTanunu npoussoaurens IJIdD:

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

TIpouseogurear ADC, crpana: I'noxem Uupactpuec I1eT. JITa., Ueons

Name, address, authorization No for FP Fornmlation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46D,

manufacturing site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HanmeHnoBaHue, agpec, JHLIeH3UsT JJIS Malkajgiri Distrist — 500090, 'I'elangana State, India (license No

IIponzBoacTBeHHast miomaaka / Ilnomaaka KOHTPoan 63/RR/AP/96/F/R). / TIpou3zBoacTBeHHOE MoapasacicHue-11,

xadectea / ILiolagka BeIycka Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54&83, Bauynanmu

Buwiamk, Bauynanmi Manpan, Menuan Manakampkriapu
Huctpukt — 500090, mrat Tenanrana, Muousa (JIunensua 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».

3axaoyenue o cooTBeTcTBUM: «HacToAIMM 51 MOATBEPXKAAI0, YTO NMPUBEACHHAA BEIE MHGOPMAIs SBIAETCS JOCTOBEPHOM H
TOYHOH. DTa cepus MPONYKLHU HpOU3BeleHa (BKIIOYas YNaKOBKY (MapKHPOBKY) M KOHTPOJE KadeCTBA) Ha BHIUEYKa3aHHOM
TIPOU3BOACTBEHHOMN IIoMIanKe (IIOMaaKax) B IOJHOM COOTBETCTBUM ¢ TpeboBaHusamu [IpaBui Hagexamei nporu3BOIACTBEHHOH
npaktuky Erpasufickoro skoHommueckoro cotosza (GMP/EAEU/RU/00573-2022) u TpeOOBaHHUAMH KOHTpPOJI Ka4decTBa
JIEKapPCTBEHHBIX CPEACTB, a TalKke€ B COOTBETCTBHM CO CHEUUPUKALMAMY, COAEpMKAIMUMUCA B PErMCTPallIOHHOM JOChE CTPaHbI-
uMIopTepa. 3amicy Mo MPON3BOACTBY, YHAKOBKE M aHAJIN3y NPOBEPEHEI, U YCTaHOBJIEGHO MX cooTBeTcTBHE TpeboBaHuaM IIpasun
Haj|Jie)xalled IpOU3BOACTBEHHOM NpakTHKU EBpa3uiickoro 3KOHOMHYECKOTrO COK3a».

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

IIpumeuanne: ITponykt coorBercTByeT Tpeboranuam HJI 3akaouenne: OJIOGPEHO

Prepared by / [Toaroroeneso: Checked by / IlposepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- K.V.V. Satyanarayana - Quality Onobpeno: MeHemxep / PykoBoguTeb

Team Member control- Team Member L V. Prashanth - Quality Assurance- Team
Member mwo

Print Date /Jlata: 31-12-2024 Print Date /Hata: 31-12-2024 Print Date /Jata: 31-12-2024




