| Dr.'Reddy’s “g’.

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
HNponykr: HetpuH® TabneTkH, NOKPbIThIE IWIEHOYHOH 060n0uKkoi, 10 Mr

Market / PoiHOK : Russia / Poccus

HatehANoL . B2502754 Batch Quantity / 955 KG /955 KT

Cepusn Ne Pazmep cepun

Analytical Repovrt No. / . 2002FP25002285 Date of Analysis / 30-09-2025

AHaauTHyecKknii oTueT Ne JaTa ananu3a

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa npoH3BOACTBA T"open no

Mfg. License No. / MA number: /

IIpon3eoacTBEHHASA : 63/RR/AP/96/F/R : JITT-Ne(005456)-(PT"-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Ananuns npopeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka H MakeThl YTRepxaeHsi: 17.02.2025

Ne Test / Iloka3zaTennb

Result / PesyasTaThl

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyraeie IBOSKOBBINYKIbIE TaONETKH,
TOKpPEITEIE  IUIEHOYHOH  0007109K0M
Genmoro 1uBera, ¢ pPHCKOM Ha OXHON
cropore. Ha morepednoM paspese —
aapo Genoro useta.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/ Kpyrnele [ABOSKOBBINYKIIEIE TabICTKH,
TOKpBITHIE TUIEHOYHOH 000sioukoii Genoro
W TTOYTH 6€eoro LBeTa, ¢ pUCKOH Ha OOHOH
cTopoHe. Ha monepeyHoM paspese sAIpo OT
Geitoro Qo noury Oelolo Lse1y.

Identification /
NnenTupuKanus

HPLC / BOXX

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

in the chromatogram of Cetirizine

with the retention time of the main peakiwith the retention time of the main peak in the

Hydrochloride reference standardreference standard solution (section "Assay").
solution. / Bpems ynepXuBaHHA OCHOBHOIO IIMKa Ha
BpeMs ynepxHBaHHs OCHOBHOT'O IIMKa HAXPOMATOIPaMMe€  MCIIBITYEMOTO  pacTBopa
XpOMaTorpaMMe HCIBITYEMOIO pacTBOPANOIKHO COOTBETCTBOBATh BpPEMEHH
COOTBETCTBYET BPEMEHH YIEpPKHBAHUAYIEPKUBAHUS OCHOBHOTO TIHKa Ha
OCHOBHOTO ITMKa Ha XpOMAaTorpaMMexpoMaTorpaMMme CTaHAapTHOTO  pacTBopa
CTaHOAPTHOTO pacTBOpa ILETHPU3UHALETUPU3NHA THIPOXJIOpUAA (pasmen
TUAPOXJIOpHAA. «KonuuecTBeHHOE ONpeeIeHUEY).

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

chromatogram of Cetirizine Hydrochloride

Remarks : The Product confirms to ND/

IIpumeuanue: ITpogykT cooTBeTCTBYET TpeboBaHmsimM H]T

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[loarorosneHo:

Y. Venkateswara Rao -
Quality control- Team
Member

Checked by / TIposepeHo:
D. Latha - Quality control-
Team Member

At

Checked by (AQA) /
[Tposepeno (AOK):
V. Prashanth - Quality

Assurance- Team Member

o)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneucHue
kayecTBa/OTBETCTBEHHOE JIMIIO:

G. Sivaji- Quality Assurance- Team
Member

Date /lata: 30-09-2025 Date /Ilata: 30-09-2025

1
Date /ITata: 30-09-2025

Date /Hara: 30-09-2025




' ' @
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

HNpoaykr: Lerpus® TabneTky, NOKPhITHIE IUIeHOYHOH 060104KOH, 10 MI

Market / PoiHOK : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG / 955 KT

Cepusi Ne Pasmep cepun

Analytical Repourt No./ . 2002FP25002285 Date of Analysis / 30-09-2025

AHajgHTHYEeCKHI oTyeT No Hara anaau3za

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa mpoH3BOACTBA Topen o

Mfg. License No. / MA number: /

IIpon3BoacTBEeHHAS : 63/RR/AP/96/F/R T JITI-Ne(005456)-(PI'-RU)
Homep PY

JnueHzus Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThl yTBepsaenbl: 17.02.2025

UV- spectrophotometry /
Y®- cniexkrpodoTomeTpus

-

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. /Y ®-cueKTpr! NOTIOMEHNS UCIIBITYEMOTO
pacTBOpa W CTaHAapTHOrO  pacTBOpA
LETUpH3HHA THApoXIopHaa B obmactu ot 200
mo 400 1M JODKILI HMMeTL MAaKCHMYMLI
MOTJIOIIEHUT TIPU OOHOM M TOif ke IJIHMHE
BOJIHBI C HONYCTUMBIM OTIJIOHEHHEM + 2 HM.

3 'Water content /
Conep:kaHHe BOABI

2.7%/2,7%

Not more than 8.0% /
He 6osee 8,0 %

4 Uniformity of dosage units /

Acceptance value (AV) should be not more
than 15.0 / TTokaszatens npueMnemoctd (AV)

98%, 101%, 101%, 98%, 98%, 98%.

OaHOPOAHOCTD 103HPOBAHHBIX 4.0/4.0
eTUHUIL ’ nomkeH OvITh He Oonee 15,0.
5 Dissolution / PacTBopenue Not less than 80% (Q) of the labeled amount

of C21H25CIN,O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAIBLHOTO COACPKAHHA
C21H,5CIN,03-2HCI (uerupusnHa
IUTHAPOXJIOPHK) Yepe3 30 MuH.

Remarks : The Product confirms to ND/

Mpumeuanune: IIpoaykt coorBeTcTBYET TpeboBaHmsIM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITonroroBneHo:

Y. Venkateswara Rao -
|Quality control- Team
Member

Checked by / ITposepeHo:
D. Latha - Quality control-
Team Member

g

Checked by (AQA) /
[Tposepeno (AOK):
V. Prashanth - Quality

o)

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieucHue
kauecTBa/OTBETCTBEHHOE JIMLIO:

G. Sivaji- Quality Assurance- Team
Member

Date /Jlata: 30-09-2025

Date /Jlata: 30-09-2025

Date /dara: 30-09-2025

Date /MTarta: 30-09-2025




CERTIFICATE OF ANALYSIS

| Dr.‘Reddy’s ":‘

CEPTUP®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Tpoaykr: Letpun® TabneTkn, MOKPLITHIE IIeHOUHOM 06011049K0H, 10 MI

Market / Prinox : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG / 955 KI"

Cepusi Ne Pasmep cepHH

Analytical Repovrt No./ . 2002FP25002285 Date of Analysis / 30-09-2025

AHanuTnyecKHii oTyert Ne JaTa ana;mn3a

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa npoH3BOJACTBA Iopen o

Mfg. License No. / MA number: /

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

auueHsns Ne

Analysis performed according ND: / Auanu3 nposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MakeThl yTBep#Ienbt: 17.02.2025

6 Impurities / IIpamech

Impurity A /
[Ipumecs A
[mpurity B /
I[Ipyumecs B
Impurity C /
ITpumecs C
Impurity D /
ITprmecs D
Impurity E /
ITpuMecs E
Impurity F /
ITprmecs F

[Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) / Hike
mpezeia KOJTNIeCTBEHHOTO ONPEAEIEH S
(ITKO = 0,010%)

Not detected / He oOHapyxeHa

Not detected / He o6HapykeHa

0.04%/0,04%

Not morc than 0.2 9% / Hc 6omce 0,2 %
Not more than 0.2 % / "He 6onee 0,2 %
Not more than 0.2 % / He 6omnee 0,2 %
Not more than 0.2 % / He 6oiee 0,2 %
Not more than 0.2 % / He 6oiee 0,2 %

Not more than 0.2 % / ue 6onee 0,2 %

Any individual unidentified

INot detected / He obnapy»xena

impurity / JIto6ast ezuHMYHAs
HenIeHTHPUIEpOBaHHAs IPUMECh
0.07% /0,07%

Total impurities /

Cymma npuMeceit 0.2%/0,2%

Not more than 0.2 % /
He 6onee 0,2 %

Not more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
ITpumeuanne: [1ponyxr cooTeeTcTBYET Tpeboranusm HI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
ITonroropnexo:

Y. Venkateswara Rao -
Quality control- Team

Member &

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

Checked by (AQA) /
ITposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecrieyeHHe
kauecTBa/OTBETCTBEHHOE JIUIIO:

G. Sivaji- Quality Assurance- Team
Member

Date /JTata: 30-09-2025

Date /ITata: 30-09-2025

Date /Iara: 30-09-2025

Date /[Tata: 30-09-2025




' Dr.Reddy’s ":‘

CEPTHO®UKAT AHAJIM3A

CERTIFICATE OF ANALYSIS

Product: Cetrine film coated tablets, 10 mg

Mpoaykr: Letpun® TabneTki, NOKPLITHIE IEHOIHOH 060/104K0H, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT

Cepust Ne Pasmep cepun

Analytical Repo:-t No. / . 2002FP25002285 Date of Analysis / 30-09-2025

AHasmMTH4YecKHii oTdeT Ne Jara aHanusa

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa npon3BoACTBa T'omen no

Mfe. License No. / MA ber: /

Ipon3sBoacTBeHHAs : 63/RR/AP/96/F/R number: JIII-Ne(005456)~(PT'-RU)
Homep PY

JHueH3ns No

Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeThl YTBepkaeHbl: 17.02.2025

7 Assay / KonudecTBeHHOE
ompe/eJieHHe

9.90 mg / 9,90 mr
99.0% / 99,0%

INot less than 9.0 mg and not more than
11.0 mg C21H25CIN2O;3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr no
11,0 mr C21Ha5CIN203-2HCI (ueTnpuzuna
imuruapoxiopun) B tabnerke (ot 90,0 % no
110,0 % oT HOMHHAJILHOTO COJIEPHKaHUA).

8 Subdivision of tablets /
JlesieHHe TabJIeTOK

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. /
TaGneTkH COOTBETCTBYIOT TpeOOBaHUAM, ECITH
He Oostee 1 eqMHAYHAsN Macca OTKIOHAETCA 32
nipesenst 85%-115% ot cpeaneit Macchl.
TaGneTky HE COOTBETCTBYIOT TPEOOBAHHMAM,
eciiv Oonee yeM | MHOAMBHIyallbHasg Macca
OTKJIOHAETCS OT 3TUX TPEAENIOB WIH, eclu |
HHIHBHAIYANbHaA Macca OTKIOHAETCA 3a
npenenst 75%-125% ot cpejiHeii MaccEl.

9 Microbiological purity* /
MukpobHoJIoruyecKas
qucroTa*®

fa) Total aerobic microbial count /
\O6wLIee 9HCIo a3poOHBIX
MHKpPOOPTaHU3MOB

Not Applicable

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

Remarks : The Product confirms to ND/

IMpumeyanue: [Ipoaykt cooTBeTcTBYET TpedopanuaM HJT

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Approved by: Quality

Prepared by /
IToaroroBneHo:

Y. Venkateswara Rao -
Quality contro!-ﬂ' eam

Member

Checked by / ITpoBepeHo:
D. Latha - Quality control-
Team Member

K

Checked by (AQA)/
Ipoeepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

st

Assurance/Authorized person /
Opobpeno: ObecneueHne
kauecTBa/OTBETCTBEHHOE JINIIO:

G. Sivaji- Quality Assurance- Team
Member

Date /Jlata: 30-09-2025

Date /[Tata: 30-09-2025

Date /dara: 30-09-2025

Date /[JaTa: 30-09-2025




' Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpun® TabneTkH, NOKPhITHIE IUIEHOYHOM 060104kK0H, 10 MI
Market / Peinok : Russia / Poccust
Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT
Cepust Ne Pasmep cepun
Analytical Repo:‘t No. / . 2002FP25002285 Date of Analysis / 30-09-2025
AHaJguTHYecKHii oTyeT N Hara anaanza
Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028
JarTa npou3Bo/JCcTBa ToaeH go
Mfg. License No. / MA number: /
IlpousBoacTBeHHas : 63/RR/AP/96/F/R ' : JIII-Ne(005456)~(PT-RU)
Homep PY

JinueH3ns Ne
Analysis performed according ND: / Ananu3s nposeaen no HJI: JITI-Ne(005456)-(PT"-RU)-150524
Labeling and artworks approved: / MapkipoBKa M MaKeThl yTep:kaenn: 17.02.2025

c) E. coli

b) Total combined yeasts and Not Applicable Not more than 100 CFU/g/
mould count / O61nee yucno He Gonee 100 KOE/r
IPOXKKEBBIX U IUIECHEBBIX IPUOOB

-Not Applicable

Shall be absent in 1g / OtcyrctBue B I r

10 Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TabneTok B
NBX/ITIABX//amoMiuHAEBOM OIHCTEDE.
[To 2 6rmucTepa BMeCTeE € JIMCTKOM-
BKJIAJIBIILIEM YIIAKOBaHbI B IAUKY

KapTOHHYIO.

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

[To 10 TabneTok B
[IBX/TIABX//amomuuauesom 6auctepe. o 2

win 3 Gmictepa BMeCTe C JIUCTKOM-
BKJIA[IGIIIEM YIIaKOBAHbI B IIaYKy KapTOHHYIO.

* 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. / [IpoBOmHTCS IPOM3BOIUTENEM IIPHU BHITYCKE EPHOAMUECKH: I Kax10H 20-0ii cepru
unu He meHee 1 pasa B rox. ITokasarens MoxeT GbITh He BKIoYeH B CepTHdHKAT aHanu3a pUpMEL.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3axnwuenue: OJOBPEHO

IMpumeuanue: IIpoxykt cooTBeTcTBYET TpeboBaHmsM HJT

Checked by / IIpoBepeHo:
D. Latha - Quality control-
Team Member

Y

Prepared by /
[ToaroToBneHo:

Y. Venkateswara Rao -
Quality control- Team

Member ﬁ

Checked by (AQA) /
ITposepexo (AOK):

V. Prashanth - Quality
Assurance- Team Member

o

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecnieycHHE
ka4ecTBa/OTBETCTBEHHOE JIMIIO:

G. Sivaji- Quality Assurance- Team
Member

Date /Iara: 30-09-2025 Date /Idara: 30-09-2025

Date /[JaTa: 30-09-2025

Date /[lara: 30-09-2025




CERTIFICATE OF ANALYSIS

' Dr;Reddy’s Q!-

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykr: Letpun® tadneTku, NOKPLIThIE IWIEHOYHOH 060104K0#, 10 MI

Market / PeIHOK : Russia / Poccust

Batch No. / . B2502754 Batch Quantity / 955 KG /955 KT

Cepusa Ne Pasmep cepun

Analytical Repourt No. / . 2002FP25002285 Date of Analysis / 30-09-2025

AHaauTHYecKkHii oTyer No Jata aHanansa

Date of Manufacture / . 11-08-2025 Date of Expiry / 31-07-2028

JlaTa npoH3BOACTBA T'ogen no

Mfg. License No. / MA number: /

IIpou3BoACTBEHHAS : 63/RR/AP/96/F/R umoer: JIIT-Ne(005456)-(PT'-RU)
Homep PY

JiueH3Hs Ne

Analysis performed according ND: / Auanu3s nposexen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MaKeTbl yTBepaaensl: 17.02.2025

API name / Hanmenosanne ADC:

Cetirizine dihydrochloride / IleTMpu3nBa QUIHAIPOXJIOPHL

INN / MHH:

Cetirizine / IleTHpU3HH

Homep cepuu cy6eTanuuu npousoaurens I'JID:

API manufacturer batch number / BT00-25030
Homep cepun nnponsBoautens ADC:
FP Manufacturer API Batch number / FBSA00168

AP]I Manufactured by & country /
I[Ipouseogurtenb AD®C, ctpana:

Glochem Industries Private Limited, India /
I'noxem Uunactpuec [paiBur Jlumuten, Maaus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaunMenoBanue, aapec, JTHUEH3USA AJIs1
IIpousBoacTBeHHas niowanka / Ilnomanka KoHTpoas
kadectBa / [Inouiaaka Beinycka

Formulation Tech Ops — I, Survey No. 42p, 43, 44p, 45p, 46p,
53, 54&83, Bachupally Village, Bachupally Mandal, Medchal !
Malkajgiri Distrist — 500090, Telangana State, India (license No
63/RR/AP/96/F/R). / TIpon3BoacTBeHHOE NopazzaeneHue-1I,
Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynammu
Bwuramk, Bauynamiu Mannan, Meguan ManakaHkrupu
Iuctpukt — 500090, wrat Tenanrana, Manusa (JIunensus 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 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».
3aKII09eHHE 0 COOTBETCTBUH: «HAacToAmUM S NOATBEPX A0, YTO NMPHBECHHAs BHIIE HHPOPMAIMS SBIIETCSA TOCTOBEPHOH U
TOUHOH. DTa cepusi NPOAYKLMH MpOU3BeleHa (BKOYas YNakoBKy (MapKMPOBKY) M KOHTPONb KadecTBa) Ha BhIIEYKa3aHHOH
UPOMIBOACTBEHHON 1WI0WALKE (IIOWEAKAX) B IIOIHUM Coutseictsuy ¢ 1peGosanuAMM TIpaBUN HaaIeKalueld NpON3BOICTBCHHOMN
npakTuky EBpa3suiickoro SKOHOMHYECKOTO COI03a U TpeOOBaHMAMHK KOHTPOJA Ka4eCTBa JICKApCTBEHHBIX CPEACTB, a TaKXKE B
COOTBETCTBHH CO CHENMPUKAIMAMY, CONEPHKANUMICS B PETHCTPALOHHOM J0ChE CTPaHbI-MMIIOPTEpa. 3alUCH 110 IPOU3BOLICTRY,
yHaKoBKE M aHAIM3y IPOBEPEHBI, U YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHMAM IIpaBui HaUlexalledl NMPOM3BOACTBEHHOM

pakTUKH EBpasuiickoro 3KOHOMHIECKOTO COK03ay.

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoaykt coorsercTryeT Tpebosanuam HJT

Conclusion : APPROVED /
3axmouenue: ONOBPEHO

Checked by / IIpoBepeHo:
D. Latha - Quality control-
Team Member

Prepared by /
IToaroToBneHO:
Y. Venkateswara Rao -

Quality controly Team
Member

Checked by (AQA) /
IIposepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

)

Approved by: Quality
Assurance/Authorized person /
OnoGpeno: ObecnedeHHe
kauecTBa/OTBETCTBEHHOE JIUIIO:

G. Sivaji- Quality Assurance- Team
Member

Date /dara: 30-09-2025

Date /llara: 30-09-2025

X
Date /JaTa: 30-09-2025 Date /arta: 30-09-2025




