Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lerpun® TabneTku, NOKPHITHE MIEHOYHOH 060/109K0H, 10 Mr

Market / PoiHox : Russia / Poccus

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

Cepusi Ne Pa3smep cepun

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

AHaJuTHYecKHii oTyeT Ne JlaTa ananu3a

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

JlaTta npon3BoacTBa Togen xo

Mfg. License No. / MA number: /

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

JguueH3ua Ne

Analysis performed according ND / Ananuns nposegen mo HJL: JITI-Ne(005456)-(PI'-RU)-150524

Ne

Test / IloxazaTenn

Result / PesyabTaTni

Specification / Hopma

1

Description / Onucanue

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

NBOSKOBBIMTYKIEIE TabJNIETKH, MOKPhITHIE
[UIeHOYHOH o6omoukoii Genoro 1gera, ¢
puckoi Ha omHoll cTtopoHe. H
OOTCPCMHOM  paspuse = aupu Guiuiy
LBeTa.

White core on cross section. / Kpyrnsie White to off-white core on cross section.

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

Kpyrisle  IBOSKOBBIMYKJIBIE Tabnerky,
MOKPBIThIE ITIGHOUHOM 060M104K0it Gentoro uny
noutH Oenoro IBera, C PHUCKOM Ha OOHOM
civpude. Ila nunepeddum paspese  sapu Ut
Oenoro mo BouTH OeJIoro 1BeTAa.

Identification /
NpenTudukanus

HPLC / BOXX

The retention time of the main peak in the
chromatogram of test solution comply|

in the chromatogram of Cetirizin

Hydrochloride reference

with the retention time of the main peaq:vith the retention time of the main peak in the

standardreference standard solution (section "Assay").

The retention time of the main peak in the
chromatogram of test solution should comply|

hromatogram of Cetirizine Hydrochloride|

solution. / Bpems ynepkuBaHMS OCHOBHOTO MHMKa Ha
BpeMs ynep>KUBaHUA OCHOBHOTO IHKa HAXPOMATOrPaMMe  HCIBITYEMOro  pacTBOpa
XpPOMaTOrpaMMe HCIIBITYEMOrO pacTBOPaO/IKHO COOTBETCTBOBATh BpEMEHH
COOTBETCTBYET BPEMCHH YACPKHBAHHAYIECPIKHBAHH OCHOBHOT'O IHKa Ha
OCHOBHOI'O ITMKa Ha XpOMAaTOrpaMMEXpOMATOrpaMMe  CTaHAApTHOrO  pacTBOpa
CTaHIapTHOTO pacTBOpa LETHPH3HMHAUETHPU3MHA TFUIPOXIIOpHIAa (pasnen
FUAPOXJIOpPHULA. «KonuuecTBEHHOE OMpeneeHuey ).

Remarks: The Product confirms to ND/
IIpumeuanue: IpoaykT coorBeTcTBYeT TpeboBaHusm HJT

Conclusion: APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / ITogroroeneno: Checked by / ITporepeno:
D. Latha- Quality control- K.V.V. Satyanarayana - Quality

Team Member L‘Qi, control- Team Member

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

Member Uw\p

Print Date /Jlata: 31-12-2024 Print Date /dara: 31-12-2024

Print Date //Tata: 31-12-2024




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: Lerpun® TabneTkH, MOKPHITHIE MNEHOYHOH 060104K0M, 10 Mr

Market / Peinokx : Russia / Poccus

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

Cepus Ne Pasmep cepnn

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

AHannTHYecKHuii oT4eT Ne JlaTa aHaan3a

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

JlaTa nponssoacTBa T'omen no

Mfg. License No. / MA number: /

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

JuueH3ns Ne

Analysis performed according ND / Anaan3 nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

\Ne Test / Iloka3aTenn

Result / PesyasTaThl

Specification / Hopma

UV- spectrophotometry /
VY ®- ciektpodoroMeTpus

Complies / CooTBeTcTBYyeT.

'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 ®-crnekTpsl NOTJIOMEHHA HCTIBITYEMOTO
pacTBopa M CTaHOAPTHOTO pacTBopa1
LeTHpH3MHA THUApoXopuaa B obmactH et 200
mo 400 HM JODKHBI HMETh MaKCHMYMBI
MOT/IOLIEHHA TPU OJHOM M TOH Ke IJIMHE
BOJIHBI C IOMYCTUMBIM OTKIIOHEHHEM + 2 HM.

3 Water content/
Copepixanue BogbI

3.8% w/w/3,8%

[Not more than 8.0% /
IHe 6onee 8,0 %

4 Uniformity of dosage units /
OZHOPOAHOCTH J03HPOBAHHBIX
eNHHULI

32/3,2

Acceptance value (AV) should be not more
than 15.0 / ITokaszarens npuemaeMoctd (AV)
inosmiceH 6pITh He Gonee 15,0.

5 Dissolution / PacTBopenne

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

INot less than 80% (Q) of the labeled amount
of C21HzsCIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHAJIEHOTO COACPIKAHUA
C21HasCIN2O3-2HCI (uernpuzusa
imurunpoxnopua) yepes 30 MUH.

Remarks: The Product confirms to ND/

Conclusion: APPROVED /
3axarouenne: OJOBPEHO

IIpumeuanue: IIponykT cooTBeTcTBYET Tpeboranusam HJ|

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

Team Member 1 % ,

Checked by / Ilpoeepeno:

K.V.V. Satyanarayana - Qualit
control- Team Member A_/

Approved by: Manager/Executive /
Ono6peHo: Menemkep / PykoBomurens
V. Prashanth - Quality Assurance- Team

Member § W

Print Date /Tara: 31-12-2024

Print Date /Hdara: 31-12-2024

—

Print Date /Hata: 31-12-2024




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Npoayxr: Lerpuu® TabneTky, MOKPHITHIE MIEHOYHOH 060104KOM, 10 MI

Market / Peinok : Russia / Poccus

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

Cepus Ne Pa3zmep cepun

Analytical Repo0rt No. / . 2002FP24003162 Date of Analysis / 31-12-2024

AHaJuTHYecKHi oT4eT No Jata anamuza

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

JaTa npoun3BoacTBa Togen go

Mfg. License No. / MA ber: /

IIpou3BoacTBEeHHAR : 63/RR/AP/96/F/R fm ber: JITT-Ne(005456)-(PT-RU)
Homep PY

auueH3usa Ne

Analysis performed according ND / Anaans npoeegen mo HJI; JITI-Ne(005456)-(PT'-RU)-150524

OnpeacJiecHue

Ne |Test / Ilokazarean Result / PesyasTaThl Specification / Hopma
6 Impurities / IIpumecu Less than Limit of Detection (LOD =
0.005%) / Hixe npenena oGHApYKeHHs
Impurity A / (TIO = 0,005%)
[pumecs A Not more than 0.2 % / He 6onee 0,2 %
Impurity B / Less than LOQ (LOQ = 0.010%) / Huxe
[Tpumecs B rnpejena KoIM4ecTBeHHoro onpeaenenuaNot more than 0.2 % / ve 6onee 0,2 %
Impurity C / (ITK.O = 0,010%%)
[Tpumecs-C Not more than 0.2 % / se 6onee 0,2 %
Impurity D / Not detected / He o6HapyxeHa
IMpumece D Not more than 0.2 % / ue 6onee 0,2 %
Impurity E / Not detected / He o6uapyxeHa
[Mpumecs E Not more than 0.2 % / He 6onee 0,2 %
Impurity F / Less than LOQ (LOQ = 0.023%) / Hixe
[Mpumecs F npeAena KOJIHYECTBEHHOT O onpeaeneHuaNot more than 0.2 % / ne Gonee 0,2 %
(ITKO = 0,023%)
Any individual unidentified
impurity / Jlio6as equHugHasg Less than Limit of Detection (LOD = [Not more than 0.2 % /
HenaeHTHGUIMpOoBaHHas npumMeck (0.015%) / Hinke npenena odHapyxeHus (e Gonee 0,2 %
(11O = 0,015%)
Less than LOQ (LOQ = 0.05%) / Huxe
Total impurities / npezeia KoJIHYecTBeHHOTo onpeenensNot more than 2.0% /
CyMMa npumeceit (ITIKO = 0,05%) He Gonee 2,0%
INot detected / He o6HapyxeHa
7 Assay / KosinuecTBeHHOE INot less than 9.0 mg and not more than

11.0 mg C2HasCIN,O3-2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim)./ Ot 9,0 Mr oo
11,0 Mr Co1Ha5CIN,O5-2HCI (ueTupnsuna

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

Remarks: The Product confirms to ND/

Ilpumeyanue: Ilponykt coorBeTcTBYeT TpeboBanmsM HJJ

Conclusion: APPROVED /
3axkawuenne: OJOBPEHO

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

Team Member \ E; ,

Checked by / IlposepeHo:

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

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

Member 0 gp

Print Date /[ara: 31-12-2024

Print Date /Hara: 31-12-2024

=

Print Date /JTara: 31-12-2024




Dr. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Ierpun® Tabnerky, MOKPHITHE IUIEHOYHOM 060104KOM, 10 Mr

Market / Prinokx : Russia / Poccus

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

Cepusa Ne Pasmep cepuu

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

AnagnTadyeckHii oryeT No JlaTa aHaaH3a

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

JlaTa npoH3BoACTBA T'ogen no

Mfg. License No. / MA ber: /

TIpow3BoACTBeHHAs : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)~(PT-RU)
Homep PY

Jnuen3us Ne

Analysis performed according ND / Ananu3z nposeaen mo H/I: JITI-Ne(005456)-(PT'-RU)-150524

INe 'Test / IloxasaTean

esult / Pe3yabTaThl

Specification / Hopma

imuruapoxnopun) B Taénerke (or 90,0 % mo
110,0 % oT HOMHHANEHOrO COAEPIKAHH).

8 Subdivision of tablets /
Jlenenue TaGiieTox

Complies / CooTBeTcTByeT

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
1[85 % to 115 % of the average mass. The
ablets fail to comply with the test, if more
ithan 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
Tabnerkn cOOTBETCTBYIOT TpeOOBAHUAM, €CITH
He Gonee 1 enuHMYHAS Macca OTKIIOHSETCS 32
npenensl 85%-115% ot cpexmHeit Macchl.
TabneTku HE COOTBETCTBYIOT TpeOOBaHUsAM,
ecnu GoJiee yeM 1 UHTUBHAYaNkHAS Macca
OTKJIOHAETCS OT STHX NpPEAeNor HiIH, eciu 1
MHIWBMIyanbHas Macca OTKIOHAETCS 3a
npenensl 75%-125% ot cpenHei Macckl.

9 Microbiological purity* /
MukpobuosiorniecKas
qHCcTOTA*

a) Total aerobic microbial count /
O011ee yuco a3pobHEBIX
MHKpPOOPTaHU3MOB

b) Total combined yeasts and
mould count / OG1mee yucno

IPOMOKEBBIX U IUIECHEBEIX TPUOOR

c) E. coli

Not Applicable

Not Applicable

Not Applicable

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

Not more than 100 CFU/g /
He Gosnee 100 KOE/r

Shall be absent in 1g/ OtcyrctBHe B 1 T

Remarks: The Product confirms to ND/

IIpnamedanne: ITponykT cooTBeTcTBYET TpeboBaHusaM HJJ

Conclusion: APPROVED /
3aknmouenune: OJJOBPEHO

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

/

Checked by / IIpoeepeno:

K.V.V. Satyanarayana - Quali
control- Team Member A_"_

Approved by: Manager/Executive /

Onotpeno: Menemxkep / PykoBomutens
V.
Member

Prashanth - Quality Assurance- Team

i)

Print Date /JJata: 31-12-2024

Print Date /ara: 31-12-2024

Print Date /Tara: 31-12-2024

.




Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: IleTpuH® TabneTKH, MOKPHITHIE INIEHOYHOI 060J104YKOi#, 10 MI

Market / Pbinok : Russia / Poccus

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

Cepust Ne Pasmep cepun

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

AHaJHTHYECKHUI oTYeT Ne JlaTta anaau3a

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

JlaTa npou3zBoacTBA Togen g0

Mfg. License No. / MA ber: /

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

JHneH3us Ne

Analysis performed according ND / Anaan3s nposegen no HJI: JIII-Ne(005456)-(PI'-RU)-150524

Ne est / Tlokazarenn

Result / PesyabTaThl

Specification / Hopma

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 Tabaerok B
[MBX/ITABX//amomusreBoM Ganucrepe.
[To 2 6nucTepa BMECTE C JINCTKOM-
BKJIAZIBILIEM YIIAKOBAHBI B MAYKY

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

[To 10 Tabierok B
[BX/ITABX//amomunuesom 6auctepe. 1o 2
unu 3 6HcTepa BMECTE C JIMCTKOM-

KapTOHHY1O.

BEJIAblllIEM YyIIaKOBAHEI B ITAYKy 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 npousBoauTeNIEM P BEIMYCKE MEPHOANYECKH: A Kaxnoii 20-0if cepuu iiu He Mexee 1
pasa B rog. ITokazarens MoxxeT GbITh He BkitoueH B Ceprudukar aHanmza GUpMEIL.

Remarks: The Product confirms to ND/
ITpumeuanne: Ilponykr coorBercTByeT TpeboBanmsim HII

Conclusion: APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by / IToxarorosieHo: Checked by / TIpoeepeno:
D. Latha- Quality control-

Team Member Lg?,
‘

control- Team Member

K.V.V. Satyanarayana - Quality

. -

Approved by: Manager/Executive /
Opno6peHo: Menemxkep / PykoBomutens
V. Prashanth - Quality Assurance- Team

Member " ‘D
\J

Print Date /[lata: 31-12-2024 Print Date /Mara: 31-12-2024

<~

Print Date /qata: 31-12-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxkr: LetpuH® TabieTky, TOKPHITHIE MIEHOYHOH 060J104K0i#t, 10 Mr

Market / PuiHOK : Russia / Poccus

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

Cepus Ne Pazmep cepun

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

AHanuTHYECKHIi oTueT Ne JlaTa aHaaun3a

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

JlaTra npou3BOACTBA T'open oo

Mfg. License No. / MA ber: /

TIpoH3BOACTBEHHAS : 63/RR/AP/96/F/R numoer: :  JI[I-Ne(005456)-(PT-RU)
Homep PY

NHIeH3us Ne

Analysis performed according ND / Anann3s nposexer no HJI: JIII-Ne(005456)-(PI'-RU)-150524

API name / HaumeHnoBanne ADC: Cetirizine dihydrochloride / LleTupH3nHa AMrHAPOXIOPUL

INN / MHH: Cetirizine / IleTupusux

API manufacturer batch number / BT00X24005

Homep cepun npousBoautensa APC:

FP Manufacturer API Batch number / FBRA00639

Homep cepun cy0cranuuu npousBoaurens I'JID:

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

punssugnieins ADC, e1puna: Twsem Plapacipuec i, ., Plaans

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

HanmeHoBaHue, agpec, THIEH3US JJIs Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpousBoacTBeHHnas miaowaaka / Ilnomaaka KoHTpOJISI 63/RR/AP/96/F/R). / Ilpou3BoacTBeHHOe noapazneeHue-11,

kayecTBa / [Inomaaka Beimycka Vuactiku Ne 42p, 43, 44p, 45p, 46p, 53, 54&383, bauynannu

Bumnapx, bauynannm Manpan, Meauan Manakamkrupu
Hucrpuxr — 500090, mrar Tenanrana, Manus (JIunenzus 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».

3akaioueHHe 0 coOTBeTcTBHH: «HacTosuM s MOATBEPsKAAK0, YTO NPUBEAEHHAA BBIe MH(OpPMaLUA SBISETCS JOCTOBEPHOH U
TOouHOM. DTa cepus NMpPOAYKUMM HpoM3BeleHa (BKIIOYas YMAKOBKY (MapKUpOBKY) M KOHTPOJb KauyecTBa) HAa BHINCYKA3aHHOM
MPOM3BOJCTBEHHOU ILTOIaKe (TUIOIaAKax) B IOJHOM COOTBETCTBHHU ¢ TpeOoBaHUAMH IIpaBui HaaJIeKaIel MPOU3BOACTBEHHOM
npaxktikd EBpasuiickoro skoHomuueckoro cotwo3a (GMP/EAEU/RU/00573-2022) u TpeGoBaHMAMH KOHTpONS KadeCTBa
JIEKAPCTBEHHBIX CPEACTB, 4 TAKXKE B COOTBETCTBUM CO CHEUMHKAIMIMY, COMEPKAIMMICA B PErMCTPALIMOHHOM IOCHE CTPaHhI-
HMIIOpTEpa. 3anKcH 0 NPOU3BOJCTRY, YIAKOBKE U aHAJM3Y MPOBEPEHHl, H YCTAHOBIIEHO HX COOTBeTCTBUE TpeboraHuaM Ilpasun
HaJJIexKallel Npou3BOACTBEHHOMN NMpakTUkH EBpazuiickoro SK0HOMHYECKOTO COI03a».

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: Ilpoaykt coorBercTBYeT TpeboBanmsam HJI 3axmouenue: OJOBPEHO
Prepared by / IToarotoeneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- K.V.V. Satyanarayana - Qualijty Onobpeno: Menemkep / Pykoeomurens
Team Member control- Team Member d//_ V. Prashanth - Quality Assurance- Team
L_&ﬂ-" Member

)

Print Date /[ata: 31-12-2024 Print Date /Jlata: 31-12-2024 Print Date /HaTa: 31-12-2024




