Dr.Reddy’s “:‘

Dr. Reddy's Laboratories [td.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Page 1 of 10/ Cp. 1 u3 10

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

HpoaykT: U6ykann®, Tabaerk, NOKPbIThIE MJIeHOYHOH 060M04K0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne g MEROLTE O0bem cepHH " 800000.0 Tab

Analytical Repovrt No/ . 040002596692 Date of Analysis / . 31.07.2024

AHajquTHYecKHH 0TueT Ne Jata anaauza

Date of Manufacture / . 06/2004 Date of Expiry / - 05/2029

JaTta mpousBoacTsa T'ogen no

Mfg. License No. / MA number: /

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

Jgunen3sus Ne

Analysis performed according ND: / Anaians nposenen mo H/L: JITI-Ne(003654)-(PI'-RU)-101123

Ne |Test / IlokazaTean Results/ PesyasTaTsl

Specification / Hopma

Appearance /
1 |OnHcanue

the cross-section. /

Ha TIONEepeyHOM paspese
Oenoro 1BeTa.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
Tabaetku
KalcynoBUHOI (OpPMBL, MOKpPHITHIE
IIEHOYHOM 000JIOYKOH OpaHXKEBOTO
L[BE€Ta, C PUCKON Ha OJHOH CTOPOHE;

AApO

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku xancynoBUAHOM
($hopMBI, MOKPEITHIE MIIEHOUHOH 060J10UKOi
OpPaH)XEBOTI'O 1IBETA, C PUCKOH Ha OZHO¥ CTOpPOHE;
Ha MOMEPEYHOM pazpese — sapo 6enoro uiu
noytu 6enoro LBera.

Remarks : The Product conforms to ND/
IIpumeuanue: I1poaykt coorBeTcTBYET TpeboBaHMIM HJI

Opinion : APPROVED
3axnwuenne: OJOBPEHO

Prepared by / Checked by /
IToaroroeneno: Santosh Kumar

Maurya %/

[TpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: MeHemgep /
Pykosonutens Ablishek 9131111an

| Mo

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

2
/

Reprint Date:
Hara: 31.07.2024

inve: Hilis, Hyderabad - 500034, Telangana, India
(112299, Eraail: meil@drreddys.com
PLCNG




Dr.Reddy’s €

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Cistt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 2 of 10/ Ctp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6yknnn®, Tab/eTKH, IOKPHITHIE IUIEHOYHOH 060/10uK0#, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccusd

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne $ V2401318 O0beM cepun " 800000.0 Tab

Analytical Repo:’t No/ - 040002596692 Date of Analysis / . 31.07.2024

AHAJTHTHYECKMil 0TYeT No JlaTta ananuza

Date of Manufacture / . 06/2024 Date of Expiry / . 05/2029

JlaTa Ipon3BoACTBa I'onen no

Mfg. License No. / MA ber: /

IpousBoACTBEHHAS - MNB/05/263 IRl . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3ust Ne

Analysis performed according ND

: / Anaaus nposenen nmo HJI: JITT-Ne(003654)-(PI'-RU)-101123

2 |Identification /
ITopIMHHOCTD

Complies as prescribed/
CoOoTBETCTBYET

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 yaep)uBaHUsS OCHOBHBIX MHKOB Ha
XpOMaTorpaMme HCIIBITYEMOr0 PacTBOPa J10JDKHBI
COOTBETCTBOBATh BpeMEHaM YJep>KUBaHHs TIUKOB
Ha XpOMAarorpaMme pacTBOpa CTaHJApTHBIX
obpasiioB ubynpodeHna u napaneramosia (paszen
«KonuuecTBeHHOE ONpele/IEHHE)

3 |Average tablets weight /
Cpennsas macca Tab1erox

969.0 mg / 969.0 mr

940.9 mg to 999.1 mg|
(970.0 mg % 3.0 %) /
Ot 940,9 MT

(970,0 mr + 3,0 %)

Ji (o) 999,1 MI

4 |Disintegration /
PacnmagaemocTh

09 min 27 sec / 09 MuH 27 cex

Not more than 30 min /
He 6onee 30 mun

Remarks : The Product conforms to ND/
Hpnmeyanue: [Ipoaykt cooTseTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3ak/Ir04enue: O,I[OBP}EHO

Prepared by /
IMoarotosneHo: Santosh Kumar

Maurya @'

Checked by /
[IpoBepeHo: Pawan Kumar

Approved by: Manager/Executive
/Ono6peHo: Menenjcep /
Pykopomutens A ishek,Q};éxuhan

(

Reprint Date:
Hata: 31.07.2024

¢
Reprint Date: J
Jara: 31.07.2024

Reprint Date:
Hara: 31.07.2024




Dr.Reddy’s ":‘

Dr. Reddy's L.aboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tol : +91 98156 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJU3A

Page 3 of 10/ Cp. 3 u3 10

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

Hpoaykr: H6ykinn®, Ta6/eTKH, NOKPBIThIE IJIEHOYHOH 00010UK0ii, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne $ V2401318 O6bem cepuu " 800000.0 Tab

Analytical Repo‘}'t No / - 040002596692 Date of Analysis / . 31.07.2024

AvanuTHyeckuii oTyer Ne JlaTa anaau3za

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JaTa mpou3BoJcTBa Togen go

Mfg. License No. / MA number: /

IIpon3BogcTBEHHAS : MNB/05/263 ’ : JITI-Ne(003654)-(PT'-RU)
) Homep PY

Jumensusn Ne

Analysis perfo;rned according ND: / Auanus nposenen no HJL: JITI-Ne(003654)-(PT-RU)-101123

S |Dissolution /

PacrBopenne
96 % to 101%

98 % to 102%

Not less than 70% (Q) of Ci3H13O2 (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci13HisO2 (nbynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHyNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO, (napaueramon)
yepe3 30 MHH

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET Tpebobanusam HJI

Opinion : APPROVED
3akmoyenne: OJOBPEHO

Prepared by / Checked by /
ITogrorosneno: Santosh Kumar

Maurya (K/ ,1 9,

—t—

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menegixep /
Pykosoautens Ah ishc_ag_si‘hauhan

Reprint Date: J
Jlara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Jara: 31.07.2024

inis, Hyderabad - 500034, Telangana, India

12, Einail: maii@drreddys.com




Dr.Reddy’s Q':"

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Page 4 of 10/ Crp. 4 u3 10

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

Iponyxr: U6yxkaun®, Ta6aeTkn, NoKphITHIE NJEHOUHOH 060/04K0i, 400 M + 325 mr
pon M p

Market / PbiHOK :Russia / Poccus

Batch No / . V2401318 Batch Quantity / ~ 800000.0 tab /

Cepuns Ne ' O0bem cepun " 800000.0 Tab

Analytical RepOft No / . 040002596692 Date of Analysis / - 31.07.2024

AHaauTHYecKHi oTueT No JlaTa aHanu3a

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JdaTta npou3BoACTBa Togen go

Mfg. License No. / MA number: /

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

JinneH3ust Ne

Analysis performed according ND: / Ananu3 nposeged no HJI: JITT-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbBIE MpUMeCH than 0.005% /
Method 1/ Metop 1 4-amunodeHon (npumech MnapaneTramosia) He
oouee 0,005 %
Any individual impurity (of ibuprofen or
Method 2 / Meton 2 0.03% paracetamol) - not more than 0.3% /
Jiobast eguHuvHas npuMech (UOynpodena nuiu
naparieramosa) He 6osee 0,3 %
Total impurities (Method 1+ Method 2) - not more
0.03% than 0.7% / Cymma npumeceit (Meton 1 + Meton
2) ue 6onee 0,7 %
7 |Water / Boga 1.7% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akinwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Mangger/Executive

[Toarororneno: Santosh Kumar | I[Ipoepeno: Pawan Kumar /Ono6peno: Menepxep /

Maurya @ Pykosoautens Abhishek Chauhan
@ i i

Reprint Date: Reprint Date: / Reprint Date:

Jara: 31.07.2024 Hara: 31.07.2024 Hara: 31.07.2024

-rail maii@drreddys.com

1507




Dr.Reddy’s €5¢

CERTIFICATE

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page 5 of 10/ Ctp. 5 u3 10

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

Ipoaykr: M6ykaun®, Ta61eTKH, NOKPbITHIE IIEHOUHOI 0605104K0ii, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab/

Cepnst Ne | VESDDED O0beMm cepun " 800000.0 Tab

Analytical Report No / . 040002596692 Date of Analysis / . 31.07.2024

AHajquTHYecKHii oTueT No Jata anannza

Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029

JaTa mpou3BoJacTBa T'opeH fo

Mfg. License No. / MA number: /

IIpouszBoacTBeHHAsA : MNB/05/263 n T : JIIT-Ne(003654)-(PI'-RU)
Howmep PY

Jaunensus Ne ) ]

Analysis performed according ND: / Ananu3 nposefen no H/: JII-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OIHOPOAHOCTh
JIO3HPOBAHUS

- ibuprofen / ubynpoden

3.1

- paracetamol / 1.0

rnmapaneTaMont

Acceptance value (AV) should be not more than
15.0 /Ilokazarenp npuemieMocTH (AV) fomkeH
ObITH He Goiee 15,0

Acceptance value (AV) should be not more than
15.0 / ITokazarenp mpuemiaeMocTH (AV) 10JDKeH
OBITH He 6oiee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: HponykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
Bakawuenue: OJJOBPEHO

L.

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | IIpoBepeHo: Pawan Kumar
Maurya )

Approved by: Manager/Executive
/Onobpeno: Menemkep /
Pykoroautens Abhishek Chauhan

J———

Reprint Date: /
Hara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

I

Reprint Date:
Jara: 31.07.2024

Hvdarabad - 50C034, Telangana, India
5, Bzl maii@drreddys.cem
J0aE0T



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 981566 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

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

Mpoaykr: I/IﬁyKJmn®, Ta6JIeTKH, NOKPBITHIE NJIEHOYHOI 000J104K0#, 400 Mr + 325 mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne 3 vz40ioia O6nem cepuu " 800000.0 Tab |
Analytical Repoz‘t No/ . 040002596692 Date of Analysis / . 31.07.2024

AHagaTHdecKuii oTyeT No JlaTa anajav3a

Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029

JaTa npou3BOJACTBA I'onen no

Mfg. License No. / MA number: /

ITIpon3BoacTBeHHAs : MNB/05/263 Howmep PY JITI-Ne(003654)-(PT-RU)

Junen3usa Ne

Analysis performed according ND:

/ Auanu3 nposeaed no HJ: JITI-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
Mukpo6uonoruieckas
yHcroTa*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Ob11iee 9nuCIO He 6onee 1000 KOE/r
a3pOOHBIX
MHKPOOPraHU3MOB
b) Total combined yeasts Not more than 100 CFU/g /
and mould count / Ob1ee NA He 6onee 100 KOE/r
YKCI0 JPOMOKEBBIX U
NJIECHERBIX MPUOOB
Shall be absent in 1lg / OtcyTctBHe B
¢) E. coli NA lr
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanuam HJI

3akmouenue: OJJOBPEHO

Prepared by / Checked by /
ITonrorosneHo: Santosh Kumar [Tpoeepeno: Pawan Kumar
Maurya

9

Approved by: Mana er/Executive

PykoBoaurens Al_,)' ishek ?hauhan

Reprint Date: d

Hara: 31.07.2024

Reprint Date:
Jara: 31.07.2024

Reprint Date:
Hara: 31.07.2024

Hvacrabad - 500034, Telangana, india
azii: meii@drreddys.com




Dr.Reddy’s €5¢

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Page 7 of 10/ Cp. 7 u3 10

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

Hpoaykr: N6ykaun®, Ta6aeTKH, NOKPLITHIE IUIEHOYHOH 060/104Koii, 400 Mr + 325 mMr

Market/ PoiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust No 2 VESOLED O6bem cepu " 800000.0 Tab

Analytical Repo:‘t No/ . 040002596692 Date of Analysis / . 31.07.2024
AHanuTHYeCKHii 0TYeT Ne Jarta anasnsa

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JaTa pou3BoACTBA I'onen oo

Mfg. License No. / MA number: /

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

JuneH3us Ne

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

10 |Assay / KosmnyecTBeHHOE
ompeaeneHHe

390.6 mg / 390.6 Mr

326.80 mg / 326.80 mr

tablet /

TabaeTke

tablet /

B TabneTke

11 | Package / YnakoBka

HHCTPYKHHCﬁIK)HpHMeHCHHKL

10 tablets in PVC/Al blister.
blister and a patient information
leaflet in a carton. / ITo 10 TabneTox
B [IBX/Al 6auctep. [o 1 6nucrepy
B Mauky KApPTOHHYIO BMeECTE C

1

ONucTepoB B TMauKy KapTOHHYIO
HHCTPYKIMEH 110 TPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B cootBerctBun ¢ HIL
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne Ipu Temneparype He Bbiwe 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
rO/IHOCTH

Remarks : The Product conforms to ND/
IIpnmeuanue: I[Tpoaykt coorBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3axnouenne; OJIOBPEHO

&

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar | IlpoeepeHo: Pawan Kumar
Maurya

9

Approved by: Mangdger/Executive

/OnobpeHo: Menejxep /

Pykosoaurens Abhishek CHauhan
=

-~
-

Reprint Date:
Hara: 31.07.2024

Reprint Date:
Jara: 31.07.2024

J Reprint Date:

Hara: 31.07.2024

is, Hyderabad - 500034, Telangana, India

;, Ernail: maii@drreddys.com

iPLCONA507

cgdys.com

360.0 to 440.0 mg of C;3His02 (ibuprofen) per
Ot 360,0 mr no 440,0 mr C13H 30, (ubynpoden) B
292.5 to 357.5 mg of CsHoNO; (paracetamol) per
Ot 292,5 Mr o 357,5 mr CsHoNO; (mapaueramon)
10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10

tabnerok B [IBX/Al 6mucrep. Ilo 1, 2 unm 20
BMECTE C




Dr. Reddy's lLaboratories Ltd,

) Formulation Unit-6
Dr. Reddy’s ; Vill. Khol, Natagarh Road, Baddi,
. Cistt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Page 8 of 10/ Cp. 8 uz 10

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

Ipoaykr: M6ykann®, TabJeTKH, NOKPLIThIE IIEHOYHOIT 060,104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccust

Batch No / . V2401318 Batch Quantity / ~ 800000.0 tab/

Cepus Ne ) O6bem cepun " 800000.0 Tab

Analytical Report No/ - 040002596692 Date of Analysis / . 31.07.2024

AHajauTHdeckHii oTyet No JlaTa aHa;im3a

Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029

JlaTa nmpousBoacTBa I'onen g0

Mfg. License No. / .

TpousBoacTBeHHAs . MNB/05/263 o . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneHs3us Ne

Analysis performed according ND: / Ananu3 nposeaex nmo HJI: JIII-Ne(003654)-(PT-RU)-101123

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

IIpunmeuanue: CCbUTKH B HOPMaTHBHOM JOKyMeHTaUUH npuBeaeHsl Ha I'O PO XV,
* [IpOBOJNTCS [IPOU3BOMUTEIIEM TIPH BBITYCKE NEPUOANHECKH: 1S Kax ol 20-0f cepuy UM He MeHee 1 pasa B rof.
Tlokazarenb MOXET ObITh HE BKJIIOYEH B CEPTUQHKAT aHan3a GUPMBIL.

API name / HaumeHoBanue APC: Ibuprofen / M6ynpoden Paracetamol / Ilapaiietamon
INN / MHH: Ibuprofen / U6ynpodeH Paracetamol / [Tapaiieramon
API manufacturer batch number / PIBM240025 1411/23-24

Howmep cepun nponspoautes ADC:

FP Manufacturer API Batch number /

Homep cepun cydcTaHIMU NPOH3BOANTE/IS FERA00229 FERA00273
I'JID:
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykr cootseTcTBYET TpeboBanmsm HJL 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Mangger/Executive
[ToarorosneHo: Santosh Kumar | [IpoBepeno: Pawan Kumar /Opobpeno: Mengjukep /
Maurya %ﬁ( )f PyKoBOAMTED 'bhisht__:k-Fhﬁu han
g Z - [ -
Reprint Date: Reprint Date: | Reprint Date:
Jata: 31.07.2024 Jara: 31.07.2024 Hara: 31.07.2024




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Dr. Reddy's l.aboratories {td.
Formuilation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDJA
Tel 1 +91 98166 56001-02
wysw.drreddys.com

Page 9 of 10/ Cp. 9 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Hoykaun®, Ta6eTKH, DOKPBITHIE MJIEHOYHOI 06010uK0#i, 400 Mr + 325 Mr
Market / Ppinok :Russia / Poccus
Batch No / - V2401318 Batch Quantity / : 800000.0 tab /
Cepust Ne O6bem cepun 800000.0 Tab
Analytical Repovrt No/ - 040002596692 Date of Analysis / . 31.07.2024
AHaJIHTHYECKHIT oTUeT No JlaTa aHaau3a
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JaTa npou3BoacTBa Togen a0
Mfg. License No. / MA number: /
Ilpon3BoacTBEeHHAS : MNB/05/263 ) : JIIT-Ne(003654)-(PI'-RU)
Homep PY
JHneH3us Ne
Analysis performed according ND: / Ananu3 mposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

API Manufactured by & country /
IIpousBoputennr A@C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTus
®apma Caitencus Jlumures,
Wnnus

Sri Krishna Pharmaceuticals
Limited, India / lUpu Kpuiina
@apmacerotukanc Jinmuren,
Hunus

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

HaumeHoBaHue, agpec, JHLCH3HS AJIA
IIpousBoacTBeHHas momaaka / Ilnomanka
KOHTpOJA kKadecTBa / Ilitomanka BelnycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

JI-p Pennwn’c Jlabopatopuc Jlta., Uuaus, IIpoussoacTeentoe
noapasneiedue-6, Bt Kxons, Hanarapx Poyn, bamuu, JIucTpuKT
Conan, X.I1., 173205, Muaaus (nauensus Homep 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».

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: [IpoxykT coorBercTByeT TpeboBanuam HJL

3akmouenue: OJOBPEHO
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IMoarorosieno: Santosh Kumar
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Pykosoautent AbhishekChauhan
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
[ Hpoayxr: Uoyknun®, TaGnaerku, mokpbIThIe NUIEHOYHOH 060104K0ii, 400 Mr + 325 Mr
Market / PoIHOK :Russia / Poccus ]
Batch No / ) Batch Quantity / . 800000.0 tab /
Cepust Ne  NE RS O6bem cepun * 800000.0 Ta6
inalytlcal Report No / . 040002596692 Date of Analysis / . 31.07.2024
HAJIUTHYeCKU I oTueT No JaTa aHaau3a
Date of Manufacture / - 06/2024 Date of Expiry / - 05/2029
JlaTa npousBoacTea T'ogen no
Mfg. License No. / MA ber: /
IpousBoacTBeH A - MNB/05/263 fumoer: - JIII-Ne(003654)-(PT-RU)
Homep PY
JuneH3ns Ne
Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(003654)-(PT-RU)-101123

3ak/104enue o cooreercTBUH: «HacTOAIMM f MOATBEPHKAIO, YTO NMPUBEAEHHAS Bhillle MHPOPMALIUA ABJSETCS
AOCTOBEPHOW M TOYHOM. DTa cepus MPOAYKLUMH NpousBeleHa (BKIIOYas yMakoBKY (MapKMpOBKY) M KOHTPOJb
KayecTBa) Ha BbILIEYKA3aHHOHM NPOM3BOJACTBEHHOHU TUloNaAKe (Nnomankax) B MOJHOM COOTBETCTBUM C
TpeboBanusAMU [lpaBun Hamnexauweit MPOU3BOICTBEHHOM MpPAaKTUKH EBpazuiickoro 3KkoHOMHYECKOro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) 1 TpeGoBaHUAMH KOHTpPOJIA KAYeCTBa JIEKAPCTBEHHBIX CPEACTB,
a TAKXX€ B COOTBETCTBUM €O crieLUdUKALUAMH, COACPIKAUIMMHUCS B PErHCTPALMOHHOM JIOCHE CTPaHbI-UMIIOpTEpa.
3arnucH no Npou3BOACTBY, yNaKOBKE U aHANU3Y NPOBEPEHH, U YCTAHOBIIEHO X COOTBETCTBHE TpeboBaHuaM [IpaBun
HalIeXAIUeH IPOU3BOICTBEHHOMN MPAKTUKKU EBpasHiicKOro 5JKOHOMHYECKOTO COHO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: IpoaykT cooTBeTCTBYET Tpebopanusm HJJ 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executive
Iloprorosneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Onobpeno: Menemiep /

Maurya @, X PykoBoautenb Ab_ ishek/Chauhan
Reprint Date: Reprint Date: / Reprint Date: J

Jarta: 31.07.2024 Jata: 31.07.2024 Jlata: 31.07.2024
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