br. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: LeTpua® TabeTKH, MOKPHITHIE INIEHOUHOH 0607109k0i, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No./ . B2502217 Batch Quantity/ . 551G/ 955 kT

Cepus Ne Pa3smep cepuu

Analytical Repo:‘t No./ . 2002FP25001786 Date of Analysis / 25-07-2025

AHaJUTHYECKHIi oTueT Ne JlaTa aHannsa

Date of Manufacture / . 02-07-2025 Date of Expiry / 30-06-2028

JaTa npon3BoACTBa Togen no

Mfg. License No. / MA number: /

TIpou3BoacTBeHHAs : 63/RR/AP/96/F/R RS JIIT-Ne(005456)-(PT-RU)
Homep PY

JuneH3ns Ne

Analysis performed according ND: / Ananus npoeeaen ne HJI: JII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa 0 MaKeThl yTBepkaeHbI: 17.02.2025

Ne | Test /Ilokazatean

Result / PesyabTaTs!

Specification / Hopma

1 Description / Onucanne

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

one side. White core on cross
section. / Kpyrineie
JIBOSIKOBBIMTYKJTBIE TabJIeTKY,

NOKPBITHIE IUICHOYHOH 000IOUKOH
fenoro mpeta, ¢ pACKOH Ha OIHOM
cropone. Ha niorlepeysom paspese —
a7po 6enoro 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. / Kpyrnsie
JBOSIKOBBIITYKIIbIE TaOJIeTKH, TOKpPHITHIE
IUICHOYHOM 000n0uKkoi Oeoro Wim
o4ty Geroro 1BeTa, ¢ PUCKOH Ha OHON
cropode. Ha nomepeyHoM paspese SApo
oT 6eJI0ro Ao MoYTH O€Noro IBeTA.

2 Identification /
NaenTaduxanus

HPLC / BOXX

the chromatogram of test solutio

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

comply with the retention time of thecomply with the retention time of the main
main peak in the chromatogram ofipeak in the chromatogram of Cetirizing
Cetirizine Hydrochloride referenceHydrochloride reference standard solution
standard solution. / (section "Assay"). /

Bpemsi  yaepKuMBaHMS OCHOBHOTOBpeMs yJep:KMBaHMS OCHOBHOIO IHKa Ha
nuKa Ha XpOMATOrpaMMEXpOMaTOrpaMMe HCIBITYEMOIO PacTBODA
HCITBITYEMOTO pacTBop l OJDKHO  COOTBETCTBOBATh  BPEMEHH
COOTBETCTBYET BpeMeH$uepmnBaHm{ OCHOBHOTO TMHKAa Ha
yIep>KUBaHHS OCHOBHOTO IHKa HaXpoMaTorpaMMme CTaHAapTHOro pacTBOpa
XpoMaTorpaMme CTaHIApPTHOrOUETHPU3UHA  THApoxyopuaa  (pasnen
pacTBOpa ueTHpu3nHA«KOIIecTBeHHOE OTIPENICIICHUE ).
CUIPOXJIOPHUIA.

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHmIM HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[ToarorosneHo:
D. Latha - Quality control-

Team Member ;% C

Checked by /
ITposepeHo:

N.V. Krishna - Quality
control- Tjaj{‘ Member

Approved by: Quality Assurance/
Authorized person / Ozo6peHo:
Obecneyenne kauecTra/OTBETCTBEHHOE
nuuo: S. Haneef- ?ua]ity Assurance-
Team Memb ;

ember

Checked by (AQA)/

Iporepeno (AOK):

Ajay Kumar - Quality

Assurance- T?\am Member
o

Date /lara: 26-07-2025

Date /[lata: 26-07-2025

Date /[Mara: 26-07-2025 Date /Jlata: 26-07-2025




Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykt: Lletpun® TabaeTkH, NOKphIThIE INEHOYHOH 060104K0H, 10 MP

Market / Poinok : Russia / Poccns

Batch No. / . B2502217 Batch Quantity / 955 KG /955 KT

Cepusi Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25001786 Date of Analysis / 25-07-2025

AHAIUTHYECKHIT oTueT No Jara anamusa

Date of Manufacture / . 02-07-2025 Date of Expiry / 30-06-2028

JlaTa npoM3BOJACTBa T'ogen no

Mfg. License No. / MA number: /

IMpounzBoacTBEHHAs : 63/RR/AP/96/F/R el JIM-Ne(005456)-(PI'-RU)
Homep PY

auueH3us Ne

Analysis performed according ND: / Ananus nposener no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapKkHpoBKa M MaKeThl yTBep:KIeHbl: 17.02.2025

UV- spectrophotometry /
V®- cniektpodoToMeTpus

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®-cnekrpsl
MOrJIOIEHHS HCIIBITYEMOTO pacTBOpa H
CTAHJApPTHOrO  PacTBOpa  IETUPU3HHA
ruapoxyopuaa B obnactu or 200 mo 400
HM  JO/DKHBl  HMMETb  MaKCHUMYyMbI
TMOTJIOIIECHHS TIPH OJHON M TOH Ke NIHHE
BOJIHBI C JOITYCTHMBIM OTKIIOHEHHEM *+ 2
HM.

IDissolution / PacTBopenne

103%, 101%, 102%, 101%, 99%,
100%.

Not less than 80% (Q) of the labeled
amount of C21H25sCIN,O5-2HCI

(cetirizine dihydrochloride) after 30 min. /
He menee 80 % (Q) oT HOMMHATIEHOTO
conepianus Ca1HasCIN,O3-2HCI
(ueTHpH3MHa QUrHApoXJIopHA) Yepes 30
MMH.

Uniformity of dosage units /
OIHOPOAHOCTD
03U POBAHHBIX €JHHHII

3.1/3,1

Acceptance value (AV) should be not
more than 15.0 / [Toka3arens
upuemsemoctu (AV) nomken Ob1Tb He

Gonee 15,0.

Remarks : The Product confirms to ND/

Mpumeuanne: [TpoaykT cooTBeTcTBYET Tpebopanmam HJT

Conclus-ion : APPROVED /
Zaxmoyenne: OJOBPEHO

Team Member \2\/“{;/ eam

4

Prepared by / Checked by /

IMoaroToBIEHO: [TpoBepeno:

D. Latha - Quality control- ||N.V. Krishna -
control- Tj

Checked by (AQA) /

IMposepeno (AOK):
Quality [[Ajay Kumar - Quality
Member ||Assurance- Team Member

"
;.(j.

Approved by: Quality Assurance/
Authorized person / Ono6peHo:
Ob6ecneuenne kauectBa/OTBETCTBEHHOE
nuuo: S. Haneef- Quality Assurance-
Team Member [\ _~

Date /[Tara: 26-07-2025

Date /JlaTa: 26-07-2025

Date //laTa: 26-07-2025

Date /{aTta: 26-07-2025




Dr. I-'éeddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxkr: LlerpuH® TabIeTKH, NOKPHITEIE INIEHOYHOH 000109KOM, 10 MT

Market / PuiHOK : Russia / Poccns

Batch No. / . B2502217 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3zmep cepuu

Analytical Repovrt No. / . 2002FEP25001786 Date of Analysis / 25-07-2025

AHajiuTHuYeckHii oTueT Ne JlaTa aHa;iu3a

Date of Manufacture / . 02-07-2025 Date of Expiry / 30-06-2028

JlaTa mpou3BOACTBA Tomen go

Mfg. License No. / MA number: /

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

JauneH3ns Ne

Analysis performed according ND: / Ananus uposeger no HJ: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MakeThl YTBepskaeHbl: 17.02.2025

=] Impurities / IIpumecn

Impurity A /
[Tpumecs A
[mpurity B /
[Mpumeces B
[mpurity C /
[Tpumecs C
[mpurity D /
[Tpumecs D
Impurity E /
[IpumMecs E
[mpurity F /
[Ipumecs F

Any individual unidentified
impurity / JIrobas emuaMYHAs
HenAeHTUULIMPOBAHHAS
pUMeECh

Total impurities /
Cymma npumecei

Not detected / He obHapyxena
Less than LOQ (LOQ = 0.010%) /
Hixe mpezena KoJMU4eCTBEHHOTO
onpeaenenus (IIKO = 0,010%)
Not detected / He obHapy»xeHa
Not detected / He obHapyskeHa
Less than LOQ (LOQ = 0.023%) /
Hxe npepena KONMUYECTBEHHOTO
onpenenenus (IIKO = 0,023%)
Below Limit of Detection (LOD =
0.015%) / Hwke npenena
obHapyxenus (I10 = 0,015%)
0.06% /0,06%

0.1%/0,1%

Not more than 0.2 % / e 6onee 0,2 %
Not more than 0.2 % / ue 6onee 0,2 %
INot more than 0.2 "_AJ / He 6oiee 0,2 %
Not more than 0.2 % / ge 6onee 0,2 %
Not more than 0.2 % / e 6onee 0,2 %
Not more than 0.2 % / He 6onee 0,2 %

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

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

Remarks : The Product confirms to ND/
Hpumeuanue: [IpoaykTt cootBeTcTBYeT TpeboBanmsM H/J

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[MoarorosneHo:
D. Latha - Quality control-

Team Member '\%;ﬂ/

Checked by /
IIposepeHo:

N.V. Krishna - Quality
control- Tjgn Member

Checked by (AQA) /

[Iposepeno (AOK):

Ajay Kumar - Quality

Assurance-f"{eam Member
2\

Approved by: Quality Assurance/
Authorized person / Ono6peno:
nuio: S. Haneef- Quality Assurance-
Team Member

Date /lata: 26-07-2025

Date /Jlata: 26-07-2025

Date /[ara: 26-07-2025

Date /[lata: 26-07-2025

Ob6ecneyenue xayectsa/OTBETCTBEHHOE




‘ - ..
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxr: IetpuH® TabNeTKH, NOKPHITEHIE INIEHOYHOH 060m09Koi, 10 Mr

Market / Prinok : Russia / Poccus

Batch No. / . B2502217 Batch Quantity / 955 KG /955 KI"

Cepusi Ne Pa3zmep cepun

Analytical Repovrt No./ . 2002FP25001786 Date of Analysis / 25.07-2025

AHAJIMTHYECKHI oTdeT Ne JlaTa apajin3a

Date of Manufacture / . 02-07-2025 Date of Expiry / 30-06-2028

JlaTa npou3BoACTBa T'omen no

Mfg. License No. / MA number: /

IIpon3soacTBeHHas : 63/RR/AP/96/F/R n : JITI-Ne(005456)-(PT"-RU)
Homep PY

JuLeH3ns Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBKa U MaKeThb! YTBepzkIeHbl: 17.02.2025

6 Water content / 0 0 Not more than 8.0% /
Conepsxanue BoaLI 3.5%/3.5% He Gonee 8,0 %
7  [Microbiological purity* / '
MukpodHoJIorHYecKAs
qacToTa®
a) Total aerobic microbial Not Applicable INot more than 1000 CFU/g /
count / Ob1mee qucIo He Gonee 1000 KOE/r
A3pOOHBIX MHKPOOPraHU3MOB
’ Not Applicable
b) Total combined yeasts and INot more than 100 CFU/g /
mould count / O6mee yucio He 6onee 100 KOE/r
IPONOKEBBIX U TIECHEBBIX Not Applicable
rpuboB
Shall be absent in 1g/ OrcyrcTBHEe B 1 T
c) E. coli
8 Assay / KonngectBenHOE Not less than 9.0 mg and not more than
onpeneseHne 11.0 mg C51Ha5CIN2O3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0
9.96 mg /9,96 mr % and 110,0 % of label claim). / Ot 9,0
99.6 % / 99,6% mr 10 11,0 Mr C21HasCIN;O5-2HC
(LeTMPH3MHA JUTHAPOXJIOPH]) B
rabnerke (ot 90,0 % mo 110,0 % ot
HOMMHAJIBHOTO CONNepIKaHUS).

Remarks : The Product confirms to ND/
Npumeuanue: [IpoxykT cooTBeTCTBYET TpeOoBanuaM HJI

Conclusion : APPROVED /
3axniouenne: OJJOBPEHO

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

Team Member \ 2, f

Checked by /
ITpoBepeHo:

N.V. Krishna - Quality
control- Tgam Member

Checked by (AQA)/
IIpoeepeno (AOK):
Ajay Kumar - Quality

Assurance- ];gam Member

a2

Approved by: Quality Assurance/
Authorized person / Ono6peHo:
O6ecneuenne kauyectBa/ OTBETCTBEHHOE
nuo: S. Haneef- Quality Assurance-
Team Member o

s

Date /ara: 26-07-2025

Date /ITata: 26-07-2025

Date /Marta: 26-07-2025

Date /JlaTa: 26-07-2025




Dr. Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

HMpoayxr: LleTpun® TabneTkH, NOKpHITHE IIEHOYHOH 0605104KoH, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . B2502217 Batch Quantity / 955 KG /955 KT

Cepus Ne Pa3zmep cepunt

Analytical Repovrt No. / . 2002FP25001786 Date of Analysis / 25.07-2025

AnanuTnuyeckuii otuer Ne Jara ananausa

Date of Manufacture / . 02-07-2025 Date of Expiry / 30-06-2028

JlaTa Ipon3BOACTBA T'oneH no

Mfg. License No. / MA number: /

TIpousBoACTBEHHAS : 63/RR/AP/96/F/R numoer: . JII-Ne(005456)~(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according ND: / Auann3 nposeaen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapKkHpoBKa H MaKeThbl yTBepxkaeHbI: 17.02.2025

Subdivision of tablets /
Jesenne TadIETOK

9

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. /

TabneTku COOTBETCTBYIOT TPEOOBAHUSAM,
eciu He Goee | elMHMYHAs Macca
oTKI0HA€eTCs 3a nipeaens! 85%-115% ot
CpeAHeii MaccCHl.

TaGneTke He COOTBETCTBYIOT
TpeGoBaHusM, ey 6onee dyeM 1
MHAMBUyabHAT Macca OTKJIOHAETCSA OT
STHX MPEAENIOB HITH, eclH 1
MHIUBHIyaIbHAS Macca OTKIIOHAETCS 3a
npenessl 75%-125% oT cpeaHel Macchl.

Remarks : The Product confirms to ND/

Ipumeuanne: IIpoxykT cOOTBETCTBYET TpeHoBanmsaM HJL

Conclusion : APPROVED /
Jaxmouenune: OJJOBPEHO

Checked by /
[TpoBepeHo:

Prepared by /
[TogroTosneHo:
D. Latha - Quality control-

Team Member %

N.V. Krishna - Quality
connol-xm Member

Checked by (AQA) /
[Tposepeno (AOK):

Ajay Kumar - Quality
Assurance- Team Member

i/_z_

Approved by: Quality Assurance/
Authorized person / Ogo6peHo:
Obecneuenue kauecTsa/OTBETCTBEHHOE
ymno: S. Haneef- Quality Assurance-
Team Member ﬁ'

Date /[{ata: 26-07-2025

Date /JTata: 26-07-2025

Date /[Tata: 26-07-2025

Date /[TaTa: 26-07-2025




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr.Reddy’s Q':‘

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Letpuu® TaGIeTKH, IOKPHITHIE JUICHOYHOH 000JI0YKOH, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . B2502217 Batch Quantity / 055 KG /955 KT

Cepnsa Ne Pazmep cepun

Analytical Repo:‘t No./ . 2002FP25001786 Date of Analysis / 25-07-2025

AHanuTHYeCKHii oTuer No Jara aHaiunza

Date of Manufacture / . 02-07-2025 Date of Expiry / 30-06-2028

JlaTa npou3BoJCTBa Tonen oo

Mfg. License No. / MA number: /

IIpou3BoACTBEHHAS : 63/RR/AP/96/F/R ) JITI-Ne(005456)-(PT"-RU)
Homep PY

Jnienzust Ne

Analysis performed according ND: / Auanus nposeaen no HI: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkHpoBKa M MaKeThl yTBep#enbl: 17.02.2025

10

[Package / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / ITo
10 Tabmerok B
[IBX/TTJIBX//amoMuHIEBOM
6nuctepe. Ilo 2 6mHcTepa BMeCTe ©
UIMCTKOM-BKJIAJIBILLIEM YIIAKOBAHBI B

nayKy KapTOHHYIO.

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

ITo 10 TabneTox B
[MBX/I1ABX//anroMuEHEeBOM OJIHCTEDE.
ITo 2 unu 3 6amcTepa BMECTE C JIMCTKOM-
BKJIAZILILLIEM YIIAKOBAHBI B MAUKY
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 IPOH3BOAUTENEM NPH BBIITYCKE NEPHOUHCCKH:
s Kaxoil 20-oif cepun Wik He MeHee 1 pasa B rog. Ilokasatens MoxeT GbITh He BItoueH B CepruduKar aHammsa

¢dbupmBbL.

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

Approved by: Quality Assurance/
Authorized person / OgobpeHo:
Ob6ecneyenne kadecTBa/OTBETCTBEHHOE
niuo: S. Haneef- Quality Assurance-
Team Member E

Remarks : The Product confirms to ND/

IMpumeuanne: [Tpoaykr cooreTcTBYeT TpeGopanusam HJI

Checked by / Checked by (AQA)/

[TposepeHo: ITposepeno (AOK):

N.V. Krishna - Quality [|Ajay Kumar - Quality

control- "I;Zm Member Assurance-(ifeam Member
)

Date /Jlata: 26-07-2025

Prepared by /
[ToaroToBNEeHO:
D. Latha - Quality control-

Team Member Lgf/’

Date /[lata: 26-07-2025

Date /[aTa: 26-07-2025

Date /[Tata: 26-07-2025




CERTIFICATE OF ANALYSIS

Dr. ﬁeddy’s Q':‘

CEPTHOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg

IpoaykT: Letpua® TabneTky, HOKPEITHIE IUIEHOYHOH 000/104K0#, 10 MI

Market / Peinok : Russia / Poccus

Batch No. / . B2502217 Batch Quantity / 955 KG /955 KT

Cepus Ne Paszmep cepun

Analytical Repourt No. / . 2002FP25001786 Date of Analysis / 25-07-2025

AHaauTHYeCKHi oTueT No JlaTa anannza

Date of Manufacture / . 02-07-2025 Date of Expiry / 30-06-2028

JlaTa npou3BoACTBA Tonen no

Mfg. License No. / MA number: /

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

JHueH3HA Ne

Analysis performed according ND: / Ananus nposeaen no HJL: JITT-Ne(005456)-(PI-RU)-150524
Labeling and artworks approved: / MapkupoBka i MaKeTsl yTBepkaensi: 17.02.2025

API name / Hanmenosanue APC:

Cetirizine dihydrochloride / IleTupy3Ha THTHAPOXIIOPULI

INN/ MHH:

Cetirizine / LleTupusun

Howmep cepun cyocrannnn npoussogutes IJIP:

API manufacturer batch number / BT00-25013
Homep cepun npounzsoantens ADPC:
FP Manufacturer API Batch number / FBSA00115

API Manufactured by & country /
HpouzBoaureas APC, crpana:

Glochem Industries Private Limited, India /
I'noxem Uupactpuec Ipaiisut Jinmuren, Muaus

Name, address, authorization No for FP
manufacturing site / Control site / Release site /
HanmenoBanue, axpec, THOEH3HA 1
IIponseoacreenHas miaomaaka / Ilromanka
KOHTpo.JIs1 KadecTBa / Ilnomagka BeInycka

Formulation Tech Qps —II, Survey Na 47, 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). /
IIpoussoacreennoe noapasaenenue-Il, Yuactku Ne 42p,
43, 44p, 45p, 46p, 53, 54 u 83, bauynamiu Bunnanx,
Bauynamiu Mangan, Menyan Manakamxrups JUcTpukT —
500090, mwrtar Tenaurasa, Uupus (Jlunensusa 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 (Ne GMP/EAEU/RU/00573-2022 dated 19
August 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».

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT COOTBETCTBYET TpeboBaHUsaM HJI

Conclusion : APPROVED /
3akniouenne: OJOBPEHO

Prepared by /
IToaroToBNEHO: [TpoBepeHo:
D. Latha - Quality control- |[N.V. Krishna - Quality

Team Member \%;{;' control- TW Member
A\

Checked by /

Checked by (AQA)/
[Tposepeno (AOK):

Ajay Kumar - Quality
Assurance- Team Member

Approved by: Quality Assurance/
Authorized person / Ono6peHo:
O6ecneyenne kauecTBa/OTBETCTBEHHOE

nuuo: S. Haneef- Quality Assurance-
, ;T Team Member -

Date /Ilata: 26-07-2025

Date /[lata: 26-07-2025 |([Date /dara: 26-07-2025

Date /ata: 26-07-2025




, . @
Dr.Re ddy’s Q'.. CERTIFICATE OF ANALYSIS

CEPTA®HUKAT AHAJIM3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lletpun® TabieTky, OKPHITEIE IUIEHOYHOH 0605109K0i, 10 M
Market / PeiHOK : Russia / Poccus
Batch N0, : B2502217 Batch Quantity / . 955KG /955 KT
Cepus Ne Pa3zmep cepum
Analytical Repovrt No. / . 2002FP25001786 Date of Analysis / . 25.07-2025
AHAJIUTHYECKHIT 0TUeT Ne JlaTa aHanu3a
Date of Manufacture / . 02-07-2025 Date of Expiry / . 30-06-2028
JIaTa IpoM3BOACTBA Togen oo
Mfg. License No. / MA number: /
Ipou3BoACTBEHHAS : 63/RR/AP/96/F/R ’ JIII-Ne(005456)-(PI'-RU)
Homep PY
JnueH3ns Ne
Analysis performed according ND: / Auanus nposeger no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeTbl YTBepxaeHbl: 17.02.2025

3akaioueHne 0 COOTBeTcTBHH: «HacToAmMM s TOATBEpPXKIAKO, YTO IPUBE/EHHAs Bbllle MHGOPMALMsA ABIAETCS
JOCTOBEPHON M TOUHOM. DTa cepys NPOAYKIMHM NPoM3BeIeHa (BKII0Yas yaKOBKY (MapKUPOBKY) M KOHTPOJb KA4€CTBA)

'Ha BBILICYKA3aHHOM MPOM3BOICTBEHHON IUIOMmAKe (TUIOMAAKAX) B NOJHOM COOTBETCTBHH ¢ TpebGoaHuamu ITpapun
Ha/UTexalneii Ipou3BOACTBEHHOM MpakTuku Espasuiickoro skoHomudeckoro corosa (Ne GMP/EAEU/RU/00573-2022
ot 19 aBrycta 2022) ¥ TpeGOBaHHSIMH KOHTPOJIS KayecTBa JICKAPCTBEHHBIX CPE/ACTB, & TAKXKE B COOTBETCTBHH CO
cnenupUKANMSIMH, CONEPKAIMMHUCS B PETMCTPALIMOHHOM AOCHE CTPAaHBI-UMIIOPTEpa. 3alMCH IO NPOU3BOACTBY,
VIIAKOBKE W AHAIU3y IPOBEPEHBl, M YCTAHOBICHO HX COOTBETCTBHE TpeOoBaHuaM IlpaBun HaqexaieH
TIPOH3BOACTBEHHOH NPaKTUKH EBpasHiickoro 3KOHOMHUYECKOTO COK03a%.
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