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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Lletpun® tabieTku, NOKPHITHIE INIEHOYHOM 000109K0H, 10 MT

Market / Poinok : Russia / Poccus

Batch No. / . B2501929 Batch Quantity / 955 KG /955 KT

Cepus Ne Pazmep cepun

Analytical Repo“rt No. / . 2002FP25001619 Date of Analysis / 30-06-2025

AHaJuTH4eckmii oTyer Ne Hara ananusa

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTta npousBoacTBa TI'ogen o

Mfg. License No. / MA number: /

IIpousBoacTBeHHAsN : 63/RR/AP/96/F/R r JITI-N2(005456)-(PT"-RU)
Homep PY

JHLeH3uss Ne

Analysis performed according ND: / Ananus nposenen mo HJ;: JITI-Ne(005456)-(PI"-RU)-150524

Labeling and artworks approved: / MapkupoBka u MakeTsl yTBepaaennl: 17.02.2025 ]
Ne Test / ITokazaTens Result / PesyabTaTsl Specification / Hopma
1 Description / Onucanne White coloured, round, biconvex film | White or off white coloured, round, biconvex

coated tablet with a breakline on one
side. White core on cross section. /
Kpyrisie HBOSKOBBIMYKIIBIE TaOIETKH,
MOKPBITBIE  IUIEHOYHOM  000N0uKoit
fenoro uBeTa, C pPHUCKOM HAa OMHOMN
cropoHe. Ha momepeunoM paspeze —
sapo Genoro 1BeTa.

film coated tablet with a breakline on one
side. White to off-white core on cross section.
/  Kpyriele OBOSKOBBINYKIIblE TablIETKH,
MOKPBITHIE [UICHOYHOH 060sIoukoit Genoro
WK IOYTH Genoro 1BeTa, ¢ pUCKOi Ha 0qHOM
cropoHe. Ha monepeyHoM paspese sapo oT
6emnoro mo noutn 6¢0ro BeTa.

2 Identification /
HaenTupurauus

HPLC / BOXX

THIPOXJIOpHIA.

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

standardreference standard solution (section "Assay").

chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride

in the chromatogram of Cetirizine
Hydrochloride  reference
solution. /

BpeMms ynep:kHBaHHUsA OCHOBHOT'O NHKA Ha]xpomaTor'pamme HCIILITYEMOr0  pacTBopal
XpOMATOrpaMMe HCIIHITYEMOTO pacTBOPANOIDKHO

COOTBETCTBYET BPEMEHH YIEPKABAHHAYACPKHUBAHHUA
OCHOBHOFO IMKA HAa X‘pOMaTOFpaMMC{‘XPOMaTOI‘paMMe
CT2HIAPTHOTO DPacTBOpa LETHPA3MHALIETHPH3ARZ
«KonuaecTBeHHOE ONPEICIICHHEY).

BpeMms ylepXHBaHMA OCHOBHOrO IHKa Ha

COOTBETCTBOBATH BpPEMCHH

OCHOBHOTO  IIMKa  H
CTaHIApTHOTO paCTBOp:'
THAPOXJIOPATIA (pasnen

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTBeTCTBYET TpeOGoBaHmsim HJT

Conclusion: APPROVED /
3aknwgenue: OJOBPEHO

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

Member ) g D

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

Member g

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBonoutens
V. Prashanth - Quality Assurance- Team
Member

Print Date /Tata: 30-06-2025

Print Date /[{aTa: 30-06-2025

Print Date /Jlata: 30-06-2025
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Dr.Reddy’s Q_'.'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IMpoayxr: Llerpun® Tabnetky, nokpbiThie IICHOMHOH 060104K0H, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . B2501929 Batch Quantity / 955 KG /955 KT

Cepusi No Pasmep cepun

Analytical Repovrt No. / . 2002FP25001619 Date of Analysis / 30-06-2025

AHAJITUTHYECKHI oT4YeT No JlaTa ananuza

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JlaTa npousBoacTea I'onen no

Mfg. License No. / MA ber: /

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

JHueHsns Ne

Analysis performed according ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkHpoBKa U MaKeThl yTBepauenbl: 17.02.2025

Ne Test / Iloka3arein

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
Y®- cnekrpodoTomMeTpus

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 ®-CcreKTphl IOIOLIEHHUS HCIIBITYEMOTO,
pacTBOpa M CTAaHOAPTHOIO  pacTBOpal
HEeTHpU3KHA THApoXIopuIa B obnactu ot 200
no 400 HM JOKHBI HMMETh MaKCHMYMBI
HOMIOLIEHHA IIPU OJHOM H TOM ke HJMHE
BOJIHBI C JOITYCTHMBIM OTKJIOHEHHEM * 2 HM.

3 Water content /
ConepxaHue BOAbI

3.5%/3,5%

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

4 Uniformity of dosage units /

Acceptance value (AV) should be not more
than 15.0 / Ilokasatens npueMieMoctd (AV)

OAHOPOAHOCTL JO3HPOBAHHBIX 29/29
eqMHHI ’ \oMxkeH ObITh He Oonee 15,0.
5 Dissolution / PacTeopenue Not less than 80% (Q) of the labeled amount

98%, 100%, 100%, 101%, 98%, 102%.

of C1H>sCIN-O5-2HCI (cetirizine
ihydrochloride) after 30 min. / He MeHee

80 % (Q) oT HOMMHAIBHOTO COAEPKAHUA

IC21H25CIN,O;3-2HCI (ueTupusuna

\UrHApoxJopun) yepes 30 MUH.

Remarks: The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBaumsam HJJ

Conclusion: APPROVED /
3aknoyenue: OJOBPEHO

Prepared by / [logrorosneno:
D. Latha - Quality control- Team

Member 8

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

Member @/—

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

Print Date /JlaTa: 30-06-2025

Print Date /JTata: 30-06-2025

Print Date /dara: 30-06-2025




Dr.Red dy’s ":‘ CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IMpoaykr: LleTpuH® TadneTkH, NOKPHITHE TUIEHOYHON 000109K0i#, 10 Mr
Market / PoiHOK : Russia / Poccus
B LCHEND, 1 . B2501929 palghaQpantity ¥ . 955KG /955 KT
Cepus No Paszmep cepum
Analytical Repovrt No./ . 2002FP25001619 Date of Analysis / . 30-06-2025
AHanuTH4yecKHuii oryer No JlaTa anannsa
Date of Manufacture / . 10-06-2025 Date of Expiry / . 31-05-2028
JlaTa npon3BoACTBa T'ogen no
Mfg. License No. / MA number: /
IpoussBoacTBeHHAs : 63/RR/AP/96/F/R ) : JII-Ne(005456)-(PT-RU)
Howmep PY
JHueH3us Ne
Analysis performed according ND: / Ananu3 npogeagen no HI: JIII-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkupoBka u MakeThbl yreepxaensl: 17.02.2025

No ] Test / Tlokazarens Result / PesyabTaTbl Specification / Hopma
6 Impurities / Ilpumecn
Not detected / He o6HapyxeHa
Impurity A /
[Tpumech A Below LOQ (LOQ =0.010%) /Hmwkxe  |[Not more than 0.2 % / He Gonee 0,2 %
Impurity B / MpeeNia KOITHIECTBEHHOrO ONpeAeIeHNA
[Tpumecs B (IIKO = 0,010%) Not more than 0.2 % / ve 6onee 0,2 %
Impurity C /
[Mpumecs C ) Below LOQ (LOQ =0.017%)/Hmxe |[Not more than 0.2 % / He Gonee 0,2 %
Impurity D / MpeJena KOJM4eCTBEHHOTIO OIPEACIICHUS
[Mpumecs D (ITKO = 0,017%) INot more than 0.2 % / He Gosee 0,2 %
Impurity £ /
ITpumecs E Not detected / He oOHapyxena Not more than 0.2 % / He 6onee 0,2 %
Impurity F /
[Ipymecs F 0.03%/0,03% Not more than 0.2 % / ve 6oxnee 0,2 %
Any individual unidentified Below LOD (LOD = 0.015%) / Hike
impurity / JIro6as e 1TMHAYHASA npenena obHapyxerus (I10 = 0,015%) [Not more than 0.2 % /
HEHJeHTH(AIAPOBaHHas IPAMeECh He 6onee 0,2 %
| | 0.07% /0,07%
Total impurities / Not more than 2.0% /
CyMMa npumeceit 0.2%/0,2% He 6onee 2,0%
7 Assay / KonndecTBeHHOe Not less than 9.0 mg and not more than
onpenesieHHe 11.0 mg C31H25CIN2Os-2HCI (cetirizine
9.89 mg /9,89 mr dihydrochloride) in tablet (between 90,0 %
98.9 % / 98,9% and 110,0 % of label claim). / Ot 9,0 Mr #o
11,0 Mr C2:H25CIN,O3-2HCI (uerupusuna
nuruapoxnopun) B tabuaetke (ot 90,0 % no
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumevanne: IIpomykT cooTBeTCTBYET Tpebopanmam HJI 3aknwuyenne: OJOBPEHO
Prepared by / I[ToaroToenetro: Checked by / IIpoBepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team A.Susmitha - Quality control- Team Onobpeno: Menemxep / PykoBoaurens
Member \&P' Member V. Prashanth - Quality Assurance- Team
@/, Member LM
Print Date //Tara: 30-06-2025 Print Date /[laTta: 30-06-2025 Print Date /JTata: 30-06-2025




@
Dr.Reddy’s “.. CERTIFICATE OF ANALYSIS
» CEPTUOUKAT AHAIU3IA
Product: Cetrine film coated tablets, 10 mg
IIpoayxT: Lletpua® TabieTky, HOKPHITHIE IUIEHOYHOH 00010uK0#, 10 M
Market / Poinox : Russia / Poccus
Batch No. / . B2501929 Batch Quantity / 955 KG /955 KI"
Cepusi No Pa3zmep cepun
Analytical Repourt No. / . 2002FP25001619 Date of Analysis / 30-06-2025
AHaJIUTHYeCKHii oTyeT No JlaTa aHaimn3a
Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028
JlaTa npou3BOACTRA T'ogen no
Mfg. License No. / MA ber: /
IIpou3BoAcTBEHHAN : 63/RR/AP/96/F/R e JITI-Ne(005456)-(PT-RU)
Homep PY
JIHueH3us Ne
Analysis performed according ND: / Ananns npoeenen no HI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MakeTh! yreepaaennt: 17.02.2025

Ne Test / Iloxazarenn

Result / PesynsTaTsl

Specification / Hopma

110,0 % 0T HOMHHaJILHOTO COIEPIKAHUS).

8 Subdivision of tablets /
Jlenenue TadjIeTOK

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 Jimits of
75 % to 125 % of the average mass. /
TabneTKH COOTBETCTBYIOT TPEOOBAHUAM, €CIIH
He 6onee 1 equHMYHAs Macca OTKIIOHAETCS 3a
npenens §5%-115% ot cpenneit Macchl.
'TaGneTkH He COOTBETCTBYIOT TPeOOBAHHAM,
ecmi 6onee yeM 1 WHAMBHIYaIbHAS Macca
OTKIIOHSETCA OT ITHX NPEAENIOB WK, eciu 1
VHIUBUIYTEHAs Macca OTKIOHAETCS 32
npenens! 75%-125% ot cpenHeit Macchl.

Microbiological purity* /
MAKpoGHoIorAYecKas
TRCTOTAa*

a) Total aerobic microbial count /
Ob1mee YuciIo a3poOHBIX
MHKpPOOPraHH3MOB

b) Total combined yeasts and
mould count / O6mee gucio
[MPOMOKEBEIX U IUIECHEBBIX TPHOOB

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 6onee 100 KOE/T

Shall be absent in 1g / OtcyrcTBHE B 1 T

Remarks: The Product confirms to ND/

ITpumeuanne: IIpoayxT cooTBeTCTBYET TpeGoBanusM HJ{

Conclusion: APPROVED /
3aknwyenue: OJJOBPEHO

e —

Prepared by / I[ToarotoeneHo: Checked by / IlpoBepeHo:
D. Latha - Quality control- Team A.Susmitha - Quality control- Team
Member Member

&

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

Member UIL,O

Print Date /Jlata: 30-06-2025

Print Date /JTata: 30-06-2025

Print Date /JTata: 30-06-2025




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: LetpuH® TabneTky, MOKPHITHIE MNIEHOYHOM 0005109KOH, 10 M

Market / Poinok : Russia / Poccus

Batch No. / . B2501929 Batch Quantity / 955 KG /955 KT

Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25001619 Date of Analysis / 30-06-2025

AHaJiuTHYecKHii oTueT No JaTa anajmsa

Date of Manufacture / . 10-06-2025 Date of Expiry / 31-05-2028

JaTa npousBoacTrea T'ogen no

Mfg. License No. / MA ber: /

TIpoH3BOACTBeHHAs : 63/RR/AP/96/F/R e JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Ananus nposenen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MakeThl YTBep:kaeHbI: 17.02.2025

Ne Test / Iloxa3aTennb

Result / PesynbTaThl

Specification / Hopma

10 Package / YiakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerox B
[IBX/TIABX//aoMIHUEBOM OIHCTEDE.
[To 3 6mucTepa BMecTe € TUCTKOM-
BKJIAJIbILIEM YIIAKOBAHBI B IIAYKy

KapTOHHYIO.

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

[To 10 Tabnetok B
[IBX/TIJIBX//amoMuHueBoM Oauctepe. [1o 2
Wiy 3 GnucTepa BMECTE C JIMCTKOM-
BKJTAJBIIIEM YIAKOBaHKI B IAYKY 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. / [IpoBoauTCs NPOH3BOJMUTENEM [IPH BHITYCKE HEPHOMNYECKH: I Kaxoii 20-oii cepun
uIH He MeHee | pasa B roa. Ilokasatens MoxeT ObITh He BIHoYeH B CepTudukar aHamn3a GHpMBL.

Remarks: The Product confirms to ND/
IIpumevanue: Ipoaykt cooTBeTCcTBYET TpeboBanmsaM HJ{

Conclusion: APPROVED /
3akmwyenue: OJOBPEHO

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

Member k,_?q’;,

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

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

Print Date /J]ata: 30-06-2025

Print Date /Mara: 30-06-2025

Print Date /Jlata: 30-06-2025
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Dr.Red dy’s ".. CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJI3A

Product: Cetrine film coated tablets, 10 mg
IpoaykT: LeTpuH® TabaeTKH, HOKPHITHIE NJICHOUHOM 000104K0H, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . B2501929 Batch Quantity / 955 KG / 955 KT

Cepus Ne Pa3smep cepun

Analytical Repourt No./ . 2002FP25001619 Date of Analysis / 30-06-2025

AHaauTn4yeckui oTuer Ne Jara ananusa

Date of Manufacture / . 10-06-2025 Date of Expiry / . 31-05-2028

JlaTa mpou3BoacTBa T'onen no

Mfg. License No. / MA number: /

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

JuneH3nsa No

Analysis performed according ND: / Ananus npoeegen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKka H MaKeTbl yTBep:kaeHbI: 17.02.2025

API name / Haumenosanne A®C: Cetirizine dihydrochloride / IleTupu3uHa IUruapOXJIOPHA

INN / MHH: Cetirizine / I{eTHpU3uH

API manufacturer batch number / BT00-25008

Homep cepun npounssoautens APC:

FP Manufacturer API Batch number / FBSA00064

Homep cepun cyGeranuuu npoussoautens I'JIM:

API Manufactured by & country / Glochem Industries Private Limited, India /

IIpouspoautens A®C, ctpaHa: I'noxem Mupactpuec [paiiBut Jlumuren, Manus

Name, address, authorization No for FP manufacturing .

site / Control site / Release site / Formulation Tech Ops — II, Survey No. 42p, 43, 44p, 45p, 46p,

HaumeHoBaHue, aapec, THLEH3US 1/ 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

Ipon3soacTBenHasn nuowanka / [iomanka KoRTpoas Malkajgiri Distrist — 500090, Telangana State, India (license No

kayecTBa / Ilnomanka BeImycka 63/RR/AP/96/F/R). / IlponsBoacTBeHHOE HoapasaencHue-II,
Vaactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu

Bwuramk, bauynaum Mangan, Memuan Manakakrupu
Iuctpuxr — 500090, wrat Tenanrana, Muoua (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».

3akJ0YeHHEe 0 COOTBETCTBHH: «HacTosiuuM s NOATBEp:kKIAl0, 9TO IMPUBENCHHAS BhIME HH(GOpPMANUs ABJISETCS NOCTOBEPHOH U
TOYHOI. DTa cepus NPOXYKUMH IpOM3BeICHa (BKIIOYas YNAKOBKY (MapKHPOBKY) M KOHTDOJNIb KauecTBa) Ha BbIICYKa3aHHOMH
NPOU3BOACTBEHHOM ILTOMAaAKe (IUIOMAIKaX) B IIOJHOM COOTBETCTBUM ¢ TpeOoBaHmsiMu [IpaBmn Hamiexame Mpou3BOACTBEHHOM
npakTiku EBpazuiickoro skoHommueckoro coroza (GMP/EAEU/RU/00573-2022) u TpeGoBaHWAMHM KOHTPOJ KadyecTBa
JIEKApCTBEHHBIX CPEJCTB, @ TAKXKE B COOTBETCTBHH €O CICHM(HKALMAMH, COACPKAMMMHUCS B PErHCTPALMOHHOM IOChE CTPaHbI-
HUMIOpTepa. 3alkCH IO NPOU3BOACTRY, YIAKOBKE W aHAIN3Y MPOBEPEHBI, H YCTAHOBJICHO UX COOTBETCTBUE TpeGoBaHusaM Ilpasin
HaJUTekalleif IpOU3BOACTBEHHOM NPaKTHKN EBpa3uiickoro 3KOHOMHYIECKOTO COI03ay.

Remarks: The Product confirms to ND/ Conclusion: APPROVED /
Ipumeyanue: IIpogykT cooTBeTCTBYET TpeboBanusM HJL 3akmwodenne: OJJOBPEHO

Prepared by / ITogrorosineHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team A.Susmitha - Quality control- Team Onobpeno: Menemxep / PykoBonurens

Member Member V. Prashanth - Quality Assurance- Team
k&f" @/ Member mp

Print Date /Mata: 30-06-2025 Print Date /data: 30-06-2025 Print Date /JIata: 30-06-2025




