CERTIFICATE OF ANALYSIS

Dr. I:\’eddy’s Q':‘.

CEPTUOUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Letpnu® TabdieTky, MOKPHIThHIE INICHOYHOU 00010uK0H, 10 Mr
Market / Poinok : Russia / Poccust
Batch No. / . B2501927 Batch Quantity / 955 KG /955 KT
Cepua Ne Pasmep cepun
Analytical Repovrt No./ - 2002FP25001603 Date of Analysis / 30-06-2025
AHaJIMTHYecKHIi oTdeT No JaTa ananu3za
Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028
Jata npousBoacTBa TI'open no
Mfg. License No. / MA ber: /
IIpousBoacTBeHHAsN : 63/RR/AP/96/F/R number: JITT-Ne(005456)-(PT-RU)
Homep PY
JIHueH3Hs1 Ne
Analysis performed according ND: / Ananus nposeaen no HJ{: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka 1 MakeThl yrBepaaenb: 17.02.2025

No Test / IloxasaTens Result / PesynbTaThl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrnele OBOSAKOBEITYKIbIE TabJEeTKH,
MOKPHITEIE  TUICHOYHOM — 060JI0UKO#
Oenoro mBera, C PHUCKOW Ha ONHOMU
cropore. Ha nomepeynoM paspese —
Axpo Oenoro 1Bera.

1 Description / Onncanue

-

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 ABOSKOBBIMYKIIBIE TabNETKH,
TOKPHITHIE IUIEHO9HOM 06onoukoi 6enoro
WM OYTH 0eJIoTo IBETA, C PUCKOH Ha OHOM
cropoue, Ha momepeyHoM paspes3e sapo OT
6eJioro 10 mo4yTy Oeyoro 1BeTAa.

Identification /
NaenTndnranus

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

HPLC / BOXX in the chromatogram of Cetirizine

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

Hydrochloride reference
solution. /

TUAPOXJIOPHIA.

standardireference standard solution (section "Assay").

BpeMs ynepXUBaHHsS OCHOBHOI'O IIMKa HAXpOMaTorpaMme
XpOMaTOrpaMMe HCIIBITYEMOrO PacTBOPAIOIDKHO
COOTBETCTBYET BpPEMEHH YIEep)KMBaHUSAYICPKUBAHHIL
OCHOBHOTO0 NHKa Ha XpOMAaTOrpaMMeXpoMaTorpamMMe
CTaHIAapTHOIO PpacTBOpa IlETHPH3HMHAETHPH3WHA

peMsa  yAE€pXKHUBaHWA OCHOBHOI'O IIMKa Hal

HCIHITYEMOr0  pacTBOpa
COOTBETCTBOBATh BpEeMeHH
OCHOBHOTO Mmika  Ha
CTaHIAPTHOTO  PAacTBOP:
TFHIPOXJIOPHAA (pasznen

«KonudecTBeHHOE onpe,neneHHe»).

Remarks: The Product confirms to ND/
IIpumeuanue: IIpomykT cooTBeTCTBYET TpeboBaHusam HJT

Conclusion: APPROVED /
3akmouenune: OJTOGPEHO

Prepared by / IloaroTosneHo: Checked by / TIpoBepeHo:
D. Latha - Quality control- Team A.Susmitha - Quality control- Team
Member Member

- A

Approved by: Manager/Executive /
Opnobpeno: Menemxkep / PykoBoauTtens
V. Prashanth - Quality Assurance- Team

Member o 0

Print Date /Mata: 30-06-2025 Print Date /Jara: 30-06-2025

Print Date /Jata: 305M6-2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Hpoaykr: LUeTpua® TabIeTKH, MOKPHITHIE IUIeHOUHOH 0605104K0#, 10 M

Market / Poinok

: Russia / Poccus

Batch No. / . B2501927 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP25001603 Date of Analysis / 30-06-2025

AHaMTHYeCKHIi oTueT Ne JlaTa anajusa

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa npoM3BoICTBA T'ogen no

Mfg. License No. / MA ber: /

TIpon3BoACTBeHHAS : 63/RR/AP/96/F/R numoer: JITI-Ne(005456)-(PT-RU)
Homep PY

JuueHsus Ne

Analysis performed according ND: / Ananun3s nposenen mo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MaKeThl yTBepxkaeHbl: 17.02.2025

Ne Test / Iloxa3aTenas

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
V®- cnekrpodoTomeTpus

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 ®-cHeKTphI NOMIOIIEHH HCIBITY EMOTO
pacTBOpa M CTaHAApTHOTO  pacTBOpA
LEeTHpU3HHA TUApOXJIOpHAa B o6aactu ot 200
mo 400 HM HODKHBI HMETb MAaKCHMYMBI
MOTNIOMEHUS. TP ONHOM U TOH Xe JUIMHE
BOJIHBI C TOTyCTUMEIM OTKJIOHEHHEM + 2 HM.

Water content /
CopepixaHue BOAbI

3.3%/3,3%

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

Uniformity of dosage units /
ONHOPOAHOCTH J03HPOBAHHBIX
eMHNIL

3.1/3,1

Acceptance value (AV) should be not more
than 15.0 / IToka3zarens npuemiaeMocT (AV)
[MoKeH ObITh He Gostee 15,0.

Dissolution / PacTBopenne

98%, 99%, 100%, 101%, 100%, 100%.

Not less than 80% (Q) of the labeled amount
of C21H25sCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He mMeHee
80 % (Q) 0T HOMMHAJILHOTO COACPKaHUA
C21Ha25CIN203-2HCI (netupuzvna

UTHAPOXJIOpHU) Yepe3 30 MUH.

Remarks: The Product confirms to ND/
Mpumeuanue: [IpoayKT COOTBETCTBYET

TpebosanusaM HJT

Conclusion: APPROVED /
3akmouenne: OJOBPEHO

Prepared by / ITlogrotoBnexo:
D. Latha - Quality control- Team

Member ¢ g

Checked by / IlpoBepeHo:
A.Susmitha - Quality control- Team

Member Q@/

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauteis
V. Prashanth - Quality Assurance- Team

Member VL O

Print Date /HaTa: 30-06-2025

Print Date /[arta: 30-06-2025

Print Date /JlaTa: 30-06%2025
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
HpoaykT: LetpuH® TabNeTKH, MOKPHITHIE MIEHOYHOH 060109K0#, 10 MI

Market / Peinok : Russia / Poccus

Batch No. / . B2501927 Batch Quantity / 955 KG /955 KT

Cepust Ne Pasmep cepuu

Analytical Repourt No. / . 2002FP25001603 Date of Analysis / 30-06-2025

AHanuTH4YecKunii oTyeT Ne Jara anannza

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

Jara npousBoncTsea T'open no

Mfg. License No. / MA ber: /

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

JuueH3ns Ne

Analysis performed according ND: / Ananus npogenen no H: JIXI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa W MaKeThl yTBep:kaeHb1: 17.02.2025

Ne

Test / [Toka3aTeynb

Result / PesynbTaTsl

Specification / Hopma

6

Impurities / ITpumecn

Impurity A /
[Tpumecs A
Impurity B /
[Mpumecs B
Impurity C /

. llpumecs C

Impurity D /
ITpumecs D
Impurity E /
[Tpumecs E
Impurity F /
ITpumecs F

Any individual unidentified
impurity / JIro6as exnHrIHAsA
HenaeHTHOUIIMPOBaHHAA MPUMECh

Total impurities /
CymMa npuMeceit

INot detected / He oGHapyeHa

Below LOQ (LOQ = 0.010%) / Hxe
npenesia KOIMIECTBEHHOTO ONIpeieNIeHHs
(TIKO = 0,010%)

Below LOD (LOD = 0.006%) / Hixe
npenena ooHapyxenus (110 = 0,006%)

Not detected / He oOHapyeHa

0.04% / 0,04%

Below LOD (LOD = 0.015%) / Hixe
npenena ooHapyxenus (I10 = 0,015%)

0.08% / 0,08%

0.2%/0,2%

Not more than 0.2 % / "e 6oxee 0,2 %
INot more than 0.2 % / ue 6omnee 0,2 %
Not more than 0.2 % / He bonee 0,2 %
Not more than 0.2 % / He 6o1ee 0,2 %
Not more than 0.2 % / re 6o7ee 0,2 %
Not more than 0.2 % / ve 601ee 0,2 %

INot more than 0.2 % /
He 6onee 0,2 %

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

Assay / Konn4yecTtBeHHOE
onpefesieHHe

991 mg/9,91 mr
99.1%/99,1%

Not less than 9.0 mg and not more than
11.0 mg C21H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr 0
11,0 Mr Cz;1Ha5CIN2O3-2HCI (uetuprsrHa
imuruapoxaopua) B Tadbaetke (ot 90,0 % mo

110,0 % OT HOMHUHAIBLHOTO COJCPKaHMA).

Remarks: The Product confirms to ND/
IMpumeyanne: Ilpoaykt coorBetcTByeT Tpebosanusam HJI

Conclusion: APPROVED /
3axmouenue: OJOBPEHO

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

Checked by / IIpoBepeHo:
A .Susmitha - Quality control- Team

Member (g/

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

Member L f)

Print Date /Jlata: 30-06-2025

Print Date /daTa: 30-06-2025

Print Date //1ara: 30-06:2025




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Llerpun® tabnery, MOKpLITLIE IIeHOYHOH 060104K0#, 10 MP

Market / PeiHOK : Russia / Poccus

Batch No./ . B2501927 Batch Quantity / 955 KG /955 KT

Cepnsa No Pazmep cepun

Analytical Report No. / : 2002FP25001603 Dateollinalysisy 30-06-2025

AHanuTHYecKHii oTueT No Jlarta ananu3a

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

Jlara npon3BoAcTBa Toaex 10

Mfg. License No. / MA ber: /

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

JHuensHa Ne

Analysis performed according ND: / Ananns npoeenen no H: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa U MaKeThI yTBepucaenbl: 17.02.2025

D. Latha - Quality control- Team

Member 4 g F

A.Susmitha - Quality control- Team

Member
B

Ne Test / TlokasaTenn Result / Pe3yabTaThl Specification / Hopma
8 Subdivision of tablets / Complies / CooTBeTcTBYET The tablets comply with the test, if not more
JesieHne TabJIETOK : than 1 individual mass is outside thé 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. /
TabneTkH COOTBETCTBYIOT TPEOOBAHMAM, ECTH
He GuIge | BAUHUYHEY MACLY UTRIIOHSEIC 34
npenensl 85%-115% ot cpeane Macchl.
TabneTky He COOTBETCTBYIOT TPEOOBAHMAM,
ecru Goniee yeM 1 MHIMBHUIyanbHAs Macca
OTKJIOHAETCS OT ITHX NMPEIeNioB WiIH, ecnu 1
MHIUBHIYyalTbHasA Macca OTKIOHAETCH 3a
npenensl 75%-125% oT cpeHei Macchl.
9 Microbiological purity* /
Muxpo0HoIorHyecKas
gHcToTa*
a) Total aerobic microbial count / Not Applicable Not more than 1000 CFU/g /
|06mee uucio a3pobHBIX He Gonee 1000 KOE/r
lunxpoopranmuon
Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / O6miee umucno He Gonee 100 KOE/r
IPONCKEBBIX M ILIECHEBRIX IPUOOB
Not Applicable
c) E. coli Shall be absent in 1g / OtcyTrcTBHE B 1 T
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ilpumeuanue: Ipogykr coorseTcTBYeT TpeboBanusM HJI 3akaw4yenue: OJIOBPEHO
Prepared by / IloaroTosneHo: Checked by / ITposepeHno: Approved by: Manager/Executive /

Ono6peno: Menemxkep / Pykosoaureis
V. Prashanth - Quality Assurance- Team
Member )

Print Date /Hata: 30-06-2025

Print Date /ata: 30-06-2025

Print Date /[lata: 30-06-2025




' ' Qe
Dr.Red dy’s Q'.. CERTIFICATE OF ANALYSIS
¢ CEPTHDUKAT AHAJN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpun® Tabneriy, MOKpbiThe INIEHOYHOH 000/1049K0H, 10 M

Market / Puinok : Russia / Poccus

LRHE N/ . B2501927 EatchiOuantity . 955KG /955 KT

Cepus Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25001603 Date of Analysis / . 30-06-2025

AHaJIUTHYECKH oTYyeT Ne Hara ananusa

Date of Manufacture / . 09-06-2025 Date of Expiry / . 31-05-2028

Jara npoH3BoACTBA T'onen no

Mfg. License No. / MA number: /

IIpousBoacTBEHHAs! : 63/RR/AP/96/F/R r : JII-Ne(005456)-(PT-RU)
Homep PY

Juuensua Ne

Analysis performed according ND: / Ananu3s nposenen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKka u MaKeThbl yTBepxaenst: 17.02.2025

Ne Test / IlokasaTens Result / PesyabTaTsl Specification / Hopma

10 Package / YnakoBka 10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok B [a carton. /

[IBXAIIBX//amomunueBoM 6rnuctepe. |[lo 10 TabneTok B

[lo 3 6uctepa BMECTE C JTUCTKOM- [IBX/IIJIBX//amomuaueBoM Onrcrepe. o 2
BIUIAJBILIIEM YIIAKOBAHBI B TAUKY vid 3 GIIHCTEpa BMECTE C IMCTKOM-
KapTOHHYO. BKJIAJIBIIIEM YTIaKOBAHEL B TAYKY 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. / [IpoBoANTCH IPOU3BOIUTENEM IIPH BHIITYCKE NEPHOJMIECKH: AT Kaxnoi 20-0# cepun
win He MeHee 1 pasa B roa. [lokasarens MoxeT ObITh He BiTioYeH B CepTudHkar aHan3a GHPMEL.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeyanne: IIponykT cooTBeTCTBYET TpeOoBanmaM HJI 3akawuenne: OJJOBPEHO

Prepared by / [JonrotosneHo: Checked by / IlpoeepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team Onob6peno: Menezmxep / Pyxopoaurens

Member Member V. Prashanth - Quality Assurance- Team
\%/‘ (g/ Member U)‘(‘O

Print Date /[dara: 30-06-2025 Print Date //Tata: 30-06-2025 Print Date /Jlata: 30-06-2025
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Dr.Reddy’s ‘,‘.’

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: HeTpnH® TabaeTKH, HOKPHITHIE INIEHOTHOH 060104K0#, 10 MT

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIN3A

Market / PoiHOK : Russia / Poccus

BACILO . B2501927 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pasmep cepuu

Analytical Repovrt No./ . 2002FP25001603 Date of Analysis / 30-06-2025

AHaJIHTHYECKHIi 0TYeT No Jata ananusa

Date of Manufacture / . 09-06-2025 Date of Expiry / 31-05-2028

JlaTa npou3BOACTBA T'ogen no

Mfg. License No. / MA ber: /

IIpou3BOACTBEHHAsI : 63/RR/AP/96/F/R pamber: JII-Ne(005456)-(PT-RU)
Homep PY

anneH3ns Ne

Analysis performed according ND: / Ananu3 nposegen mo HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa M MaKeThl yTBep:#aeHbl: 17.02.2025

Cetirizine dihydrochloride / LleTupusyuna IUTHAPOXJIOPHIL
Cetirizine / LleTnpusus

API name / HanmenoBanue ADC:
INN / MHH:

Homep cepun cy6ctannum npoussoaurens I'JID:

API manufacturer batch number / BT00-25007
Homep cepuu npoussoaurtenst ADC:
FP Manufacturer API Batch number / FBSA00063

API Manufactured by & country /
Ipouseogutens ADC, crpana:

Glochem Industries Private Limited, India /
I'noxem Uupactpuec Ipaiisur JIumuten, Manus

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

HaunmeHoBaHHe, ajipec, JIULECH3IHA AJIs
IIpousBoacTBeHHas miuowmaika / Ilnomaaka KOHTPOIs

Formulati(;n Tech Ops — II, 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). / TIpousBoACTBEHHOE NToapa3aencHue-1l,
Vuaactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynanmu
Bwuiamk, bBauynamin Manpan, Mexgan Manakamxrupu
Juctpukt — 500090, wtar Tenanrana, Hanua (Jlunensua Ne
63/RR/AP/96/F/R).

KkadectBa / 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».

3aK/II04eHHe 0 COOTBeTCTBHH: «HacTosmuM 5 NONTBEp K0, 4TO NMPUBEAEHHAs Bhllle HH(OPMAIM SBIAETCS NOCTOBEPHOU U
TOUHON. DTa cepua MPOAYKIMH MpOM3BeAeHA (BKMIOYAs YNAKOBKY (MapKHpOBKY) M KOHTPOIb KadecTBa) HA BBILICYKA3aHHON
TIPOH3BOACTBEHHOMN MIOWANKE (IIOWIaNKaX) B OJHOM COOTBETCTBMH C TpeGoBaHuaMu [IpaBuil HajsexKallel NPOU3BOACTBEHHOMN
npakTuk¥ EBpasuiickoro skoHoMmueckoro cowosa (GMP/EAEU/RU/00573-2022) u TpeGoBaHHWAMH KOHTpOJIS KadecTa
JIEKAPCTBEHHBIX CPEACTB, a TAKXKe B COOTBETCTBUU CO CHEIMPUKALMAMU, COASPKAIMMUCS B PETUCTPALIHOHHOM IOChE CTPaHbI-
MMIIOpTepa. 3alKcH M0 MPOU3BOACTBY, YIIAKOBKE M aHAIM3Y IIPOBEPEHBI, H YCTAHOBIIEHO MX COOTBETCTBHE TpeGoBaHWAM Ilpasun
HaIexalei Mpou3BOACTBEHHON MpakTUKX EBpa3zuiickoro 3KOHOMHMYECKOTO COO3a».

Conclusion: APPROVED /
3aknwuenne: OJJIOGPEHO

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBonutens
V. Prashanth - Quality Assurance- Team

Member Wp

Print Date /[lata: 30-06-20%5

Remarks: The Product confirms to ND/

IIpumeuanue: [TpoayKT cooTBeTCTBYET TpeboBanuam HJI

Prepared by / [ToarotosneHo: Checked by / ITpoBepeHo:

D. Latha - Quality control- Team A.Susmitha - Quality control- Team

Member lg E Member
( %2; 1

Print Date /Jarta: 30-06-2025 Print Date //Tata: 30-06-2025




