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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 1 of 10/ Cp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoaykt: U6ykaun®, TabaeTkn, NoOKpbIThIE IJIEHOYHOI 06071049K0ii, 400 mMr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne + V2402087 O6bem cepunu ~ 800000.0 Tab

Analytical RepOft No/ - 040002692995 Date of Analysis / . 16.10.2024

AHamTHYeCKHH oTueT No JaTta aHajm3a

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JaTa npoH3BOACTBA Iopen no

Mfg. License No. / MA number: /

IIpouszBoacTeeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Howmep PY

JuueH3nsa Ne

Analysis performed accoﬁi;gT\J]_): / Auaans npoeaeH no HJI: JITI-Ne(003654)-(PI'-RU)-101123

No | Test / [lokazarenb Results/ PesyabTaTthl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |Onucanue one-side scored tablets; white core at |scored tablets; white or off-white core at the

the cross-section. / Tabnetku
KarcyJOBUHOU (DOPMBI, TOKPHIThIE
NIEHOUYHOM 000JI04KOH OpaHXKeBoro
LBETa, C PUCKOMN Ha OJHOH CTOPOHE;
Ha MOIMEepPEYHOM pa3pese — AIpo
6eoro nBera.

cross-section. / TabneTku karcynoBHaHOI
(bopMbl, MOKPBITHIE IIEHOYHOH 00010UKOH
OPaHXEBOTO LBETA, C PUCKOH HA OHOMH CTOPOHE;
Ha IOTIEPEYHOM paspese — aApo Oenoro uiu
nouTH Oenoro yBeTa.

Remarks : The Product conforms to ND/
Ilpumeuanue: IlpoaykT coorBeTcTBYET TpeboBaHusaM HJ|

Opinion : APPROVED
3axuouenue: OJJOBPEHO

Prepared by / Checked by /

bt |

Approved by: Manager/Executive

[Toaroroeneno: Rama Kant [IpoBepeHo: Pardeep Kumar /OnobpeHo: MeHemxep /

PyxoBoaurens, Am\idt/ Kumar

A

Reprint Date: Reprint Date:
Harta: 16.10.2024 Jara: 16.10.2024

Reprint Date: V
Jata: 16.10.2024

Registared Office: 3-2-227, Ruad No. 2, Banjara Hills, Hyderabaa - 560024, Talangana, India

Tel +&

) 2806, Fax: +6140 4900 2999, Email: mail@drreddys.com

CiN: L851554P1984PLCC4507

Wi drreddys,.com



Dr.Reddy’s Q':'

Dr. Reddy's Laboratories i

Formulation Unit-5

Vill. Khol, Nalagarh Road, Pacidj,
Distt. Solan, H.P., 175 205, 10y
Tel : +91 98166 56001-02
wwvydrreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

HpoaykT: Noykann®, Taérerkn, NOKpHITHIE IIEHOYHOI 000J10uK0ii, 400 Mr + 325 Mr

Market / Prinok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus N s MEREEtRY O6bem cepuu " 800000.0 Tab

Analytical Repovrt No/ . 040002692995 Date of Analysis / . 16.10.2024

AHanHTHYECKHI oTyeT Ne JaTa aHanu3za

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JaTa npou3BoacTBa I'onen no

Mfg. License No. / MA number: /

IIpouszBoacTBeHHas! : MNB/05/263 ) : JITI-Ne(003654)-(PT-RU)
Homep PY

agunensus Ne

_Analysis performed according ND: / Ananu3 nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
CoOOTBETCTBYET

2 |Identification /
IHogauuuoCTH

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
Bpemena ymepHBaHHS OCHOBHBIX MUKOB Ha
XpOMAaTorpaMme UCHBITYEMOTO pacTBOPA AOJIKHBI
COOTBETCTBOBAThH BpEMEHaM yJIEep)KHBaHHs NUKOB
Ha XpOMATOTpaMME pacTBOpa CTaHJApTHBIX
obpasuoB nbynpodeHa u napaieramona (paszaen
«KonuuecTBeHHOE OnpeaeIeHUue»)

3 |Average tablets weight / 975.4 mg/ 975.4 mr

Cpennas macca TafIeTor

940.9 mg to 999.1 mg
(970.0 mg£3.0%)/

Ot 940,9 Mr o
(970,0 mr + 3,0 %)

999,1 MT

4 |Disintegration /
PacnagaeMocTh

06 min 27 sec / 06 MuH 27 cek

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykr coorBercTBYeT TpeboBaHusM HJI

Opinion : APPROVED
3axmwuenne: OJJOBPEHO

Prepared by / Checked by /
IMoarorosneno: Rama Kant

Qofod

[Tposepeno: Pardeep Kumar

-

Approved by: Manager/Executive

/OnobpeHo: Menemxep /

PyxoBoautenn A.utit/Kumar
et

Reprint Date:
JHara: 16.10.2024

Reprint Date:
Hara: 16.10.2024

Reprint Date?
Jara: 16.10.2024

Registered Gifice: 8-2-327, Road No

, Banjara Hills, Hyderabad - 500634, Tzl'angnnn, India

3
Tel +91 40 3860 2000, Fax: <91 40 3860 2999, Enail: mail@drreddyvs.com
CIiN: LS51954P1934PLCCOISGT

winw drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 3 of 10/ Cp. 3 m3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

INpoayxr: Moykaun®, TabaeTkH, TOKPHITHIE NUIEHOYHOI 060J104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab/

Cepus Ne %, V2302057 O6beM cepuu " 800000.0 Tab

Analytical Repourt No / - 040002692995 Date of Analysis / . 16.10.2024

AHajuTHuecknii oTuyeT Ne JlaTa anannza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2029

JaTta npousBoACTBA T'ogen no

Mfg. License No. / .

MponsBoncTeennas . MNB/05/263 bl ol . JITI-Ne(003654)-(PT-RU)
Homep PY

Junen3us Ne -

Analysis performed according ND: / Anaans nposegen no HJL: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacrBopenne

98 % to 102%

98 % to 102%

Not less than 70% (Q) of Ci3H302 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3H 502 (ubynpoden) uepes
30 muH

Not less than 70% (Q) of CsHsNO: (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (mapaneramon)
yepes 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykt coorsercTByeT TpeboBaHuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
IloarorosneHo: Rama Kant

[IposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menenxep /
Pykosoante Amit Kumar

=Yy -

Ao
ST

Reprint Date:
Hara: 16.10.2024

Reprint Date:
JHata: 16.10.2024

Reprint Datei‘
Hara: 16.10.2024




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 4 of 10/ Crp. 4 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykaun®, TaéieTkn, NOKpbITHIE IIEHOYHOI 060s10uK0ii, 400 Mr + 325 Mr

Analysis performed according ND: / Anaan3 nposegex no H/I: JIH-N2(00365_4)-(PF-RU)-101123

Market / PpiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No S O6bem cepun " 800000.0 Tab

Analytical Repog‘t No / - 040002692995 Date of Analysis / . 16.10.2024

AnamuTHyeckmii oTyer No JlaTa aHa/u3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JaTa npousBoacTBa TI'onen no

Mfg. License No. / .

TIpou3BOACTBeHHAsI - MNB/05/263 LR, e / : JITI-Ne(003654)-(PT-RU)
Homep PY

Junen3ust Ne ]

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoncreeHHBIE MpUMeCH than 0.005% /
Method 1 / Meton 1 4-amuHodeHON (mpuMech Mapaueramosia) He
6oinee 0,005 %
Method 2 / Metog 2 . Any individual impurity (of ibuprofen or
0.03% paracetamol) - not more than 0.3% /
Jiobas enuHuvHas npumech (MOynmpodeHa wiu
napaueramona) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
than U./% / CymMa npumecen {(IMeton 1 + IMETOX
2) He 6onee 0,7 %
9 'Water / Bona 1.7% Not more than 5.0% /

He Gonee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpogyKT cooTBeTcTBYET Tpebopanusam HJI

Opinion : APPROVED
3akmwouenune: OJJOGPEHO

Prepared by /
IToarorosneHo: Rama Kant

Checked by /

Jd_

[Ipoeepeno: Pardeep Kumar /OpmobpeHo: Menemxep /

Approved by: Manager/Executive

Pykosoauntens Amit Kumar

e g =

L

Reprint Date:
Hara: 16.10.2024

Reprint Date:
Jara: 16.10.2024

Reprint Pate:
Jara: 16.10.2024




Dr.Reddy’s ":‘

I Reddy's Laboratories Lid
Formuiation Unii-6

Vitll. iKhol, Malagarih Road, Beagid,

Distt. Solan, M., 172 205, INDIA

Tl +S1 23156 56001-02

i ~ A el

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoayict: Uoykanu®, Tadnerku, NOKpHITHIE NIEHOUHOMH 0605104K0ii, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / ] Batch Quantity / ~800000.0 tab /

Cepust Ne  veilenoy O6bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002692995 Date of Analysis / . 16.10.2024

AHauTuyecKHi oTueT No JlaTta aHa/u3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

HdaTta npousBoacTBa Topen no

Mfg. License No. / MA number: /

IlpoussoacTBEeHHAsA : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

JinueH3ust No

Analysis performed according ND: / Ananu3s nposeaesd no HJ: JIII-Ne(003654)-(PI'-RU)-101123

10 |Uniformity of dosage
units/

OAHOpPOMHOCTD
JIO3MpPOBaHKA

- ibuprofen / n6ynpocden

2.0

- paracetamol /
napayeTamon

2.0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens nmpuemiaeMocTy (AV) nomxeH
OBITE He Oouee 15,0

Acceptance value (AV) should be not more than
15.0 / Iokazarens npuemiaeMoctd (AV) 1o/keH
ObIThb He Oonee 15,0

Remarks : The Product conforms to ND/
Ipumeyanue: [Ipoaykrt cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3aknwuenue: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Rama Kant

\'—:f’f

[TposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
Pykosoanpens - Amit Kumar

» (-v-*} >

Reprint Date:
Hara: 16.10.2024

Reprint Date:
Jara: 16.10.2024

Reprint Date:
Hara: 16.10.2024

2, Banjara Hills, Hyderabad - 500034, Telangana, India

ail mail@drradays,com




[, Reday's Laboratories jtd
L Formulation Unit-6
Vill, Khol, Malagarh Road, Barcig

Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Page 6 of 10 / CTp. 6 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxt: U6ykaun®, TabaeTKu, NOKPLITHIE NJIEHOYHO#H 060.10uK0ii, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccus

Batch No / ] Batch Quantity / . 800000.0 tab /

Cepusi Ne £ V2402087 O6bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002692995 Date of Analysis / - 16.10.2024

AHaanTuyeckuit oTyeT No Jarta ananuza

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2029

JlaTa npousBoacTBa T'open go

Mifg. License No. / MA number: /

IlpousBogcTBeHHasi : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

JnieH3ua Ne

Analysis performed according ND: / Ananu3 nposexen nmo H/I: JITI-Ne(003654)-(PI-RU)-101123

11 |Microbiological purity* /
Muxkpo6uonorunyeckas
quCcTOTA™

a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob1iee yncio He 6onee 1000 KOE/r
a3pOOHBIX
MHUKpPOOPraHU3MOB

b) Total combined yeasts
and mould count / O6iiee NA Not more than 100 CFU/g /
YHCJIO OPOMOKEBBIX U He 6onee 100 KOE/r

NJIECHEBBIX IPHOOB

¢) E. coli NA Shall be absent in 1lg / OtcyrcTBUe B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusM HJI 3axmouenue: OJTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Togrorosneno: Rama Kant [TpoBepeHo: Pardeep Kumar /Opobpeno: Menemxkep /
: Pyxosoaugens Amit Kumar
Aot —— ReZ
Reprint Date: U7 Reprint Date: Reprint Date:
Hata: 16.10.2024 Hara: 16.10.2024 Hara: 16.10.2024

Rixgistered Offico: B-;

Tel +01 A0 43¢




Dr.Reddy’s ":'

Or. Reddy's Laboratories i

Formulation Unit
Vill. Khol, Malagarf
Distt, Solan, H.7,
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3IA

Page 7 of 10/ Cp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

I pomysr: U6yknuu®, Ta6/1eTKH, NOKPHIThIE NIEHOYHOH 060104KOii, 400 Mr + 325 Mr

Market / PoiHoK :Russia / Poccus

Batch No / ] Batch Quantity / . 800000.0 tab /

Cepus Ne NEEn O0bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002692995 Date of Analysis / . 16.10.2024

AHAJHTHYECKHT oTUeT Ne Jarta ananunsa -

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JaTa npousBoacrea Tonen ao

Mfg. License No. / MA number: /

IlpousBoacTBeHHAN : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

Jaunenzus Ne

Analysis performed according ND: / AHaiu3 nposeieH no_I{Ji:_.JIH-N:(003654)-(PF-RU)-101123

12 |Assay / KonnyecTBeHHOE
onpeaeseHne

399.2 mg /399.2 mr

324.35 mg/324.35 mr

360.0 to 440.0 mg of C;3HsO: (ibuprofen) per
tablet /

Ot 360,0 mMr go 440,0 mr Ci3Hi302 (ubynpoden) B
Tadserke

292.5 to 357.5 mg of CsHoNO; (paracetamol) per
tablet /

Ot 292,5 mr g0 357,5 mr CsHoNO» (mapaueTtamont)
B TabJieTKe

13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTtox
B [IBX/Al 6nucrep. [To 1 6nmncrepy
B MaiKy KapTOHHYH BMeEcTe ¢
WHCTPYKLIMEH Mo NPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucrep. [To 1, 2 unu 20
OMMCTEpOB B Mayky KapTOHHYIO BMeEcCTe ¢
HHCTPYKLHEl N0 NPUMEHEHHIO.

14 | Labeling / MapkupoBka |According to ND. /B coorsetcTBuu ¢ H/I.

15 | Storage conditions / At temperature not more than 25 °C./
Xpanenue ITpu TeMneparype He Bbile 25 °C.

16 | Shelf life / Cpok 5 years /5 ner
COJHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoayKT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by / Checked by /

[ToaroroeneHo: Rama Kant [IposepeHo: Pardeep Kumar /Ono6peno: Menemxep /

Approved by: Manager/Executive

Pykosoantens (Amit Kumar
e

-t

Aot i

LT
. . N Ll
Reprint Date: Reprint Date: Reprint Date:
Harta: 16.10.2024 Hara: 16.10.2024 Jarta: 16.10.2024
Registerad Oftice: €-2-327, Road Mo, 2, Banjara Hills, Hyderabad - 800024, Telangana, (ndin
Tel: <61 40 4200 2800, Fax: +81 40 4900 2899, Email: mail@drizdiiys.com

CIpE LB5I9SAE

wwdrreddys,.com
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Dr. Reddy's Laboratories Lt
Formulation Unit-6

Vili. Khol, Nalagarh Road, Raddi,
Distt. Solan, H.P., 173 205, MDA
Tel : +91 98166 56001-02

vy drreddyus com
tays.com

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A
Page 8 of 10/ Ctp. 8 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoayxT: M6ykaun®, Ta6JeTKH, NOKPBIThIE MJIEHOYHOIT 06010uK0ii, 400 Mr + 325 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepusi Ne V2502057 O6bem cepun " 800000.0 Tab
Analytical Repovrt No/ . 040002692995 Date of Analysis / - 16.10.2024
AHanuTHYeCKHH oTyeT No JaTa ananuza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029
JaTa npouspoacTea I'open no
Mfg. License No. / MA number: /
IIpon3BoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JIMIeH3Us Ne - B
Analysis performed according ND: / Anaan3 nposeaen mo H/I: JIII-Ne(003654)-(PT-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

IMpumeuanne: CcbUIKM B HOPMAaTHBHOH JOKyMeHTaluuu MpuBeaeHsl Ha ['O PO XIV.

* [IpoBOAHTCS MPOU3BOAKTENEM IPH BBIITYCKE MEPUOAUYECKU: AN Kaxk ol 20-0#f cepnH HiM He MeHee 1 pasa B
roj. [Tokazarens MoXeT ObITh HE BKJIIOYEH B CEPTUUKAT aHanu3a QUpMBL.

API name / HanmenoBauune A®C:

Ibuprofen / M6ynpoden

Paracetamol / [lapaneramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / TTapatetamon

API manufacturer batch number /
Howmep cepun nponssoauteas ADC:

PIBM240102, PIBM240151

0288/24-25

FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH NPOH3BOIUTEIS
I'IdD:

FERA00405, FERA00480

FERA00390

API Manufactured by & country /
Hpoussoaurenn ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlumuren,
Huaus

Sri Krishna Pharmaceuticals
Limited, India / Ilpu Kpuiuna
®dapmacktotukanc Jlumuren,
Wnnus

Remarks : The Product conforms to ND/

Opinion : APPROVED

3akmwouenne: OJIOGPEHO
Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PyKOBOILHjﬁ{I!L_ -Anit Kumar

IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusamM HJI
Prepared by / Checked by /
[Toarorosieno: Rama Kant IIpoBepeno: Pardeep Kumar

= Reprint Date:
Jara: 16.10.2024

Reprint Date:
Hara; 16.10.2024

Reprint Date:
Hata: 16.10.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 1L85195AP1984PLCODA507
wivw.drreddys.com



Dr. Reddy's Laboratorizs (id
Formulation Unit-5

Dr.Reddy’s Q':°

Distt. Solan, H.P,, 173 205, tNOIA
Tel : +91 981656 56001-02
wwivy drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Iponykt: M6ykauu®, Ta6eTKH, NOKPLITHIE ILIEHOYHOIl 06010uK0if, 400 Mr + 325 Mr

Market / Puinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepns Ne il O0nem cepHH " 800000.0 Tabd

Analytical Report No/ - 040002692995 Date of Analysis / . 16.10.2024

AHaJMTHYeCKHii oTueT Ne JlaTa aHa/IM3a

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

Jata mpousBoacTsa T'ogen no

Mfg. License No. / MA number: /

IIpouzBoacTBeHHAA : MNB/05/263 : : JITI-Ne(003654)-(PT'-RU)
Homep PY

JuneH3us Ne —

Analysis performed according ND: / Anaau3 nposeaes no HJI: JITI-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaunmeHoBaHue, aapec, JAREH3US JJIs1 I-p Peanu’c JTaboparopuc Jita., Muaus, IIpoussoicteenHoe
Ilpouseoacreennas miaomaaka / Ilnomaaka nozpasnenenue-6, Bumn. Kxons, Hanarapx Poyz, bazau, Jucrpukt
KOHTpoJIa kayecTBa / Ilmomaaka Beinycka Conan, X.I1., 173205, Unaus (nuuenszus nomep MNB/05/263)

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 (No. GMP/EAEU/RU/00554-2022 dt.
02 September 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».

3akJ/I04eHHe 0 COOTBETCTBHH: «HacTosmuM s NoATBepXKAAl0, YTO NPUBEACHHAA BbIlIE HHQOPMALIUA ABIAETCSA
JOCTOBEPHOM M TOYHOW. DTa cepus MPOAYKUUHM Npou3BeieHa (BKIIOYass YMakoBKY (MapKHPOBKY) M KOHTpOJb
KayecTBa) Ha BBIIIEYKAa3aHHOM MNPOU3BOJCTBEHHON ruowaake (MolaakKax) B MOJHOM COOTBETCTBHH C
TpebopanvamMu [IpaBuil Hajexamei NPOU3BOACTBEHHON NpakTHKM EBpasniickoro 3koHOMHMYECKOro cotosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenrsnbps 2022) u TpebOoBaHUAMHU KOHTPOJISA KAYeCTBA JIEKAPCTBECHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
N pumeuanue: [Ipoaykr cooTeeTcTByeT TpeboBanuaM HJI 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Rama Kant [Ipoeepeno: Pardeep Kumar /Ono6peno: Menemxep /
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 10 of 10/ Crp. 10 u3 10

Product ;: Ibuclin, film-coated tablets, 400 mg + 325 mg

HpoayxT: H6ykann®, Ta6eTKH, NOKPLITHIE ILIEHOUHOH 060/104K0#, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccust

Batch No / ; Batch Quantity / ~800000.0 tab /

Cepua No i V2402087 Obbem cepun ' 800000.0 Tab

Analytical Repovrt No/ . 040002692995 Date of Analysis / . 16.10.2024

AHaIHUTUYECKHIi 0TYeT No Jata ananusa

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2029

JaTa npous3BoacTBa T'oaen no

Mfg. License No. / MA number: /

ITpon3BoacTBeHHAs : MNB/05/263 : . JITI-Ne(003654)-(PT'-RU)
Homep PY

JumeH3ud Ne

Analysis performed according ND: / AHasnu3 nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

a TAK)KE B COOTBETCTBHH CO CMeLMPUKALUAMH, COACPKALUMHUCA B PETUCTPALIMOHHOM J0ChE CTPaHbI-UMMNOPTEpPA.
3anucu 1o Npou3BOACTBY, yNIaKOBKE U aHAIM3Y NPOBEPEHBI, H YCTAHOBJIEHO WX COOTBETCTBUE TpeboBanusam [Ipasun
HaJUIeKale Mpou3BoACTBEHHON MpakTHKK EBpa3sHiickoro 3k0OHOMUYECKOTO COH3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: ITpoaykT cooTBeTCTBYET TpeGoBanusm HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Iloarorosneno: Rama Kant [TpoBepeHo: Pardeep Kumar /Ono6peno: Menemxep /
W QL_/ Pyxosoautens Amit Kymar
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