Dr.Reddy’s ‘_‘:'.

Dr. Reddy's Laboratories |td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 1 0of 10/ Cp. 1 u3 10

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

Ipoay KT: M6ykanu®, TaGieTKH, NOKPHITHIE NIEHOYHOMH 060.104K0ii, 400 Mr + 325 mr

Market/ PoiHok :Russia / Poccust

Batch No/ . Batch Quantity / ~ 800000.0 tab /

Cepus Ne V2402383 O6neM cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002731969 Date of Analysis / . 93.11.2024
AHandTuyecKuii oTyeT No JaTta ananusa

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa ripon3BoACTBA T'open oo

Mfg. License No. / MA number: /

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

Junen3us Ne

Analysis performed according ND: / Ananu3 nposexen no HJI: JITI-Ne(003654)-(PI-RU)-101123

Ne |Test/ IlokasaTenn Results/ PesyabTaThl

_Speciﬁcation / Hopma

Appearance /
1 |Onucanue
the cross-section. / TabneTtku

HAa TIONEPEYHOM pa3pese — sAPO
HeJoro LBera.

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at

KarncynoBHJHOH QOPMBI, TOKPBITHIE
IUIEHOYHOH 0007104KOii OpaHKEBOr0
I|BETa, C PUCKOH Ha OHON CTOPOHE;

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky KarncynoBUIHON
(bOpMBbI, MOKPBITEIE MIEHOYHOH 000JI0UKOi
OpaHXEBOTO 1[BETA, C PUCKOH HA ONHOH CTOPOHE;
Ha [OTMEePEUHOM pa3pese — aApo 6en0ro UiH
noutu 6eyioro UBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykt cooTBeTCTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneHo: Pravesh Rana
Maurya

]

[Tpoepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /
PykoBomutens Pavan Kumar Sharma

el
[

(e

Reprint Date:
Jata: 23.11.2024

Reprint Date:
Hara: 23.11.2024

Reprint Date:
Jara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L.85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

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

Hponyxr: H6ykann®, TabaeTKH, IOKPHIThIE NJIEHOYHOI 060104K0ii, 400 Mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / ) Batch Quantity / _ 800000.0 tab/

Cepust Ne 1 V2402363 O6bem cepun " 800000.0 Tab

Analytical Repog‘t No/ - 040002731969 Date of Analysis / - 23.11.2024

AHaIUTHYEeCKH I oTueT Ne JlaTa ananusa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTta npou3BoaCTBA I'ogen o

Mfg. License No. / MA number: /

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

auneH3us Ne

Analysis performed according ND: / Ananuz nmposeaes mo HJI: JIII-Ne(003654)-(PI"-RU)-101123

Complies as prescribed/
COOTBETCTBYET

2 |Identification /
IMopHHHOCTE

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 ylepxuBaHHsS OCHOBHBIX IHKOB Ha
XpoMaTtorpaMme UCIBITYEMOrO pacTBOpa JOJDKHBI
COOTBETCTBOBATL BpeMEHaM yIep KUBAHHs IIHKOB
Ha XpoMarorpaMMme pacTBOpa CTaHIapTHBIX
obpasuor HOynpodeHa U mapaneramona (pasaen
«KonyecTBEHHOE OTPEIeIEHUE)

3 |Average tablets weight / 969.3 mg/969.3 mr

Cpennsisi Macca Ta6/1€TOK

940.9 mg to 999.1 mg
(970.0 mg =3.0 %) /

Or 940,9 MT o
(970,0 Mr = 3,0 %)

999.1 MI

4 |Disintegration /
Pacnagaemocthb

07 min 56 sec / 07 MuH 56 cex

Not more than 30 min /
He 6onee 30 Muu

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykr coorBercTByeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
ITonroroeneno: Pravesh Rana
=

[Tporepeno: Santosh Kumar

Approved by: Manager/Executive
/Ono6peHo: Menemxep /

Jata: 23.11.2024 Hara: 23.11.2024

[., Maurya ;@ Pykopogutens Pavan Kumar Sharma
. Jer—
Reprint Date: Reprint Date: Reprint Date: -

Hara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘_‘:‘0

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badydi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

Page 3 of 10/ C1p. 3 u3 10

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

Hpoaykr: H6ykaun®, Ta6aeTKH, HOKPBITHIE IUIEHOYHOI 060104K0i, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepust No PY2A02385 O0beM cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002731969 Date of Analysis / - 93.11.2024

AHaTUTHYECKHU I oTyeT Ne JlaTta ananuza

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa 1pou3BOACTBA I'open no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAS : MNB/05/263 ’ . JIII-Ne(003654)-(PT-RU)
Homep PY

Jaunensus Ne

Analysis performed according ND

: / Ananu3 nposegen nmo HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacrBopenue

102% to 104%

99 % to 105%

He menee 70
30 MuH

after 30 min

Not less than 70% (Q) of C;3Hi302 (ibuprofen)
after 30 min/
% (Q) C13H02 (nbynpoden) uepes

Not less than 70% (Q) of CsHoNO; (paracetamol)

/

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

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoaykT cootBercTBYeT TpeboBaHusam HJI

Opinio
3aKiII0

n : APPROVED
qeune: OJJOBPEHO

Prepared by / Checked by /
ITonrorosneno: Pravesh Rar}a

[ Maurya - AN

—

Ilposepeno: Santgsh Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxkep /
Pykosoautens Pavidn Kumar Sharma

T!'lv"—"'
& //
i

Reprint Date:
Jlara: 23.11.2024

Reprint Date:
Hara: 23.11.2024

Reprint Date:
Hara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax; +91 40 4900 2999, Fmail- mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 4 of 10/ Cp. 4 u3 10

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

Hponyxr: U6ykaun®, Ta6neTkn, NOKPHIThIE IIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepus Ne B Vi202080 O6Bem cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002731969 Date of Analysis / . 93.11.2024

AHaJHTHYeCcKHIi oTueT No JlaTa aHa;m3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa npoH3BOJACTBA I'open no

Mfg. License No. / MA number: /

IIpou3BoncTBeHHAA : MNB/05/263 : : JIII-Ne(003654)-(PT-RU)
Homep PY

auneHsus Ne

Analysis perl‘ormed according ND: / Ananu3 nposeien no HJI: JII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacTBenHble IpuMecH than 0.005% /
Method 1 / Metog 1 4-amuHodeHon (mpuMeck MapayeTamona) He
6onee 0,005 %
Method 2 / Metoa 2 . Any individual impurity (of ibuprofen or
0.03% paracetamol) - not more than 0.3% /
Jio6as enuHMyHas npuMech (UOynpodeHa WU
naparneramodna) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1 + Meton
2) He bonee 0,7 %
7 |Water / Boaa 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTBeTcTBYET TpebOBaHUAM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
ITonrorosnexo: Pravesh Rat}a

[TpoBepeHo: Santosh Kumar

Approved by: Manager/Executive
/Opo6peno: Menemxep /

Jara: 23.11.2024 Jara: 23.11.2024

, {f Maurya @ Pykopogutens Pavan Kumar Sharma
A
Reprint Date: Reprint Date: Reprint Date: Ess

Jara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

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

Viil. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Page 50of 10/ CTp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: UGykaun®, Ta61eTKH, HOKPIThIE IJIEHOYHOH 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK : Russia / Poccust

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepus Ne 2402968 Oo6nem cepuu " 800000.0 Tab

Analytical Repoz‘t No/ - 040002731969 Date of Analysis / - 93.11.2024

AHanuTHYeCKH#H oTYeT No JlaTa anajm3a

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JlaTa NpoN3BOACTBA I'open no

Mfg. License No. / MA number: /

IIpou3BoacTBeHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PT'-RU)
Homep PY

JHIeH3ust No

Analysis performed according ND: / Anaau3 nposegen nmo HJI: JIIT-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OnHOPOOHOCTD
J03UPOBaHHA

- ibuprofen / ubynpodex

- paracetamol /
napaneTamMmo

Acceptance value (AV) should be not more than

1.6 15.0 /Ilokazatens npuemiaeMocTd (AV) fomxeH

OBITH He 6Gonee 15,0

Acceptance value (AV) should be not more than

1.6 15.0 /ITokasatens npueMiaeMocTH (AV) foyxeH

ObiTh He Hoee 15,0

Remarks : The Product conforms to ND/
Ipumeuyanne: [Ipoaykt cooreTcTBYET Tpebopanuam HJL

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
IToarotosaeno: Pravesh Rana

2

Checked by /
[Tposepeno: Santosh Kumar

Maurya %

e

Approved by: Manager/Executive
/Ono6peHo: Menemkep /
PykoBonurens Payan Kumar Sharma

C v ~

Reprint Date:
Jara: 23.11.2024

Reprint Date:
Jata: 23.11.2024

Reprint Date: =

Hara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984P1LCO04507
www.drreddys.com




Dr.Reddy’s €

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 6 of 10/ Ctp. 6 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
ponyxr: H6yknnn®, Ta61eTKH, MOKPHITHIE IUIEHOYHOI 060104K0H, 400 Mr + 325 mr

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab/

Cepnst Ne V2402383 O6nem cepun " 800000.0 Tab

Analytical RepOft No/ - 040002731969 Date of Analysis / . 93.11.2024

AHaJUTHYECKHIi oTUueT No JlaTa anaau3za

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa Npou3BOACTBA I'open 1o

Mfg. License No. / MA number: /

[Ipou3BoacTBeHHAsA : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according ND

: / AHaJIM3 npoBeJeH 1o HIT JIII-Ne(003654)-(PI'-RU)-101123

9 |Microbiological purity* /
MukpoGuosornyeckas
|uncroTa*
ia) Total aerobic microbial
count / Ob1yee 4ucno
a’poOHBIX

MHUKpPOOPraHu3MoB

b) Total combined yeasts
and mould count / Obiuee
YHCJIO IPOXKKEBLIX U
IJIECHEBBIX rpubOB

¢) E. coli

NA

NA

NA Shall
Ir

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

be absent in 1lg / OrcyrcTBHE B

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoayKT coorBeTcTBYET TpebosanuaM HJI

Opinion : APPROVED
3axmoyenune: OJJIOGPEHO

Prepared by /
[ToarotosneHo: Pravesh Rana

Checked by /
[TposepeHo: Santosh Kumar

Maurya @,

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBogutens Pavan Kumar Sharma

p -
fas \(l--—',_ P

Reprint Date:
Hara: 23.11.2024

Reprint Date:
Hara: 23.11.2024

Reprint Date: -

Hara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 10 1900 2500, Fax: +91 40 4900 2999, Cmail: mail@drraddys.coin

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 7 of 10/ Ctp. 7 13 10

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

Hpoayxr: M6ykaun®, TabaeTKH, NOKPBITHIE MUIEHOYHOH 060104K0ii, 400 Mr + 325 mMr

IIpou3BoAcTBeHHAN : MNB/05/263
| TMUEH3HA No

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepus Ne #V2402383 O6bem cepuH " 800000.0 Tab
Analytical Repourt No/ - 040002731969 Date of Analysis / . 93.11.2024
ABaJUTHYEeCKHii oTueT Ne JlaTa aHajmn3a

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JlaTa npon3BOACTBA I'ogen g0

Mfg. License No. / MA number: /

Homep PY : JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / AHa/1n3 IpoBeieH 10 Hflz JIH—N9(003654)—(PF-RU)-161 123

10 [Assay / KonnuecTBeHnoe

onpeaejieHue
400.0 mg / 400.0 Mr

326.63 mg/326.63 mr

360.0 to 440.0 mg of C;3Hi30, (ibuprofen) per
tablet /

Ot 360,0 Mr 1o 440,0 mr C13H 1302 (uOynpoden) B
TabyeTke

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

O1292,5 mr 10 357,5 mr CsHyoNO, (mapaueramon)
B TabneTke

HHCTPYKLHEH N0 MPUMEHEHHUIO.

11 | Package / YnaxkoBka 10 tablets in PVC/Al blister.
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 Tabnetox |rabierok B [IBX/Al 6mucrep. Ilo 1, 2 unu 20
B [IBX/Al 6aucrep. [To 1 6nuctepy |6nucTtepoB B Mauky KapTOHHYIO BMECTE C
B IayKy KapTOHHYK) BMECT€ C |HHCTPYKUHMEH 10 MPHUMEHEHHUIO.

1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and

12 | Labeling / MapkupoBka | According to ND. / B coorBerctuu ¢ HIL.

13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temnepatype He Boimle 25 °C.

14 | Shelf life / Cpox 5 years / 5 net
TOJIHOCTH

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr cootsercTBYeT TpeboBanusM HJT 3akmouenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosaeHo: Pravesh Rana [IpoeepeHo: Santosh Kumar /Onobpeno: Menemxep /
f Maurya N PykoBogutens Pavan Kumar Sharma

’ & .'1 e
Reprint Date: Reprint Date: Reprint Date: g
Jlata: 23.11.2024 Hata: 23.11.2024 Jlara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.cam
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

S
Dr. Reddy’s ‘:. Viil. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6ykaun®, TabeTkn, HOKpPLITHIE NIEHOYHOI 060s10uKOit, 400 Mr + 325 Mr

Market / PeIiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi Ne V2402388 O6nem cepuu " 800000.0 Ta6

Analytical RepOft No/ - 040002731969 Date of Analysis / . 2311.2024

AHAJMTHYECKHH oTyeT Ne JlaTta aHanu3za

Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029

JaTa npou3BOJACTBA I'open oo

Mfg. License No. / MA number: /

IpousBoacTBEHHAS : MNB/05/263 ) : JIH-Ne(003654)-(PI'-RU)
Homep PY

Juuen3ns Ne

Analysis performed according ND: / Anann3 nposeaed no HJI: JITI-Ne(003654)-(PI'-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.

IMpumevanne: CcblIKM B HOPMAaTHBHOH JOKYMEHTaLUH NpuBeneHbl Ha I'O PO XIV.

* [IpoBOAMTCS MPOU3BOAUTENEM NTPH BBITYCKe NEPUOIUIECKH: I Kk a0l 20-0i cepHH MM HEe MeHee 1 pa3a B
rox. ITokazaTens MOXeT OBITH He BKIIOYEH B CEPTU(UKAT aHau3a GUPMBIL.

API name / HaumenoBanne APC: Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
INN/MHH: Ibuprofen / U6ynpocten Paracetamol / Ilapanieramon
API manufacturer batch number / PIBM240170 APAP/24040591

Homep cepuun npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cybcTaHIMH NPOU3BOAUTEIS FERA00560 FERA00433
I'JI®D:
Solara Active Pharma Sciences
API Manufactured by & country / Limited, India / Conapa SxTuB Granules India Limited, India /
Ipoussogutens ADC, cTpaHa: ®apma Catiencus Jlumuren, ['panynec Unnus JInmuren, Uuavs
Unpus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanusam HJT 3axmoyenne: OJOBPEHO

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

[Toarotosneno: Pravesh Rana [Tposepeno: Santosh Kumar /Ono6peHo: Menemxkep /

rf Maurya @__ PykoBoautens Pagan Kumar Sharma
‘.-‘ < ul-ﬁ L\'——_
Reprint Date: Reprint Date: Reprint Date: -~
Hara: 23.11.2024 Hara: 23.11.2024 Jara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emait: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Po
Dr. Reddy’s Q'.. Vill. khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 9 of 10/ CTp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: U6ykaun®, TaGieTKH, IOKPLIThIE IIEHOUHO 060/104K0i, 400 Mr + 325 Mr
Market / Poinok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne o V2402089 O6bem cepHu ' 800000.0 Tab
Analytical Repourt No/ - 040002731969 Date of Analysis / - 9311.2024
AHaJUTHYECKHH oTUeT No JlaTta ananusa
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa 1IpoH3BOACTBA T'onen no
Mfg. License No. / MA number: /
IIpou3BOACTBEeHHASN : MNB/05/263 ) . JITII-Ne(003654)-(PI'-RU)
Howmep PY
JIHIeH3Hs Ne
Analysis performed according ND: / Anaau3 nposenen no HJI: JITI-Ne(003654)~(PI-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) /
HaumeHoBaHHe, aipec, MNIECH3HA 115 I-p Penau’c JTabopatopuc JIta., Unaus, IlponzsogcteenHoe
ITpouszBoacTBeHHas nuomaaka / Ilnomanka nozapazaenenue-6, Bunn. Kxons, Hanarapx Poya, banau, Jluctpukr
KOHTpOJIs KayecTBa / [lomanka Beinycka Conan, X.I1., 173205, Uunus (muuensus 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».

3ak/04YeHHe 0 COOTBeTCTBHHU: «HacTosAIKMM s MOATBEPIKAAl0, YTO NPUBEJEHHas Bble HHOOPMALUs ABIAETCA
JOCTOBEPHOM ¥ TOYHOM. DTa cepus NMPOAYKLMH NPOM3BeICHa (BKIIOYAs YMakoBKYy (MapKUMpOBKY) M KOHTpOJIb
KayecTBa) Ha BHILIEYKa3aHHOW MPOM3BOJCTBEHHON miomanke (IUIOLaaKax) B TOJHOM COOTBETCTBHHM C
TpeGoBanuamu [IpaBui Hamiexauei NpOU3BOACTBEHHON npakTHK EBpasuiickoro sxkoHoMuYecKoro cotosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsa6pst 2022) u TpeGOBaHUSIMH KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEIICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykt cooTseTcTByeT Tpebosanusm HJL 3axmoyenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TIMoaroTtosneno: Pravesh Rana [TpoeepeHo: Santosh Kumar /Opo6peHo: Menemxep /
/' Maurya L/i Pykogoautens Pavan Kumar Sharma
/. e e
Reprint Date: - Reprint Date: Reprint Date: —
Jata: 23.11.2024 Jara: 23.11.2024 Jara: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page 10 of 10 / Ctp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilpoaykr: N6ykann®, TabJeTKH, HOKPbIThIE MIEHOYHOH 0601049K0¥H, 400 Mr + 325 mr
Market / PeiHok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust Ne V280008 Q6bem cepun * 800000.0 Tab
Analytical Repo:‘t No/ . 040002731969 Date of Analysis / . 93.11.2024
AHaJuTHYeCKHIi oTueT Ne JlaTa aHaau3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
JlaTa npou3BOACTBA TI'ogen po
Mfg. License No. / MA number: /
IIpousBoacTBennas : MNB/05/263 ) . JIII-Ne(003654)-(PT'-RU)
Homep PY

Junensus Ne -
Analysis performed according ND: / Anasin3 nposeaen o HJI: JITI-Ne(003654)-(PT-RU)-101123

a TakKKe B COOTBCTCTBHUHU CO cneumbnxaumlmu, cojJiepXXalllHMHCS B PErUCTPALIMOHHOM NIOCHE CTPaHbI-UMIIOPTEPA.
3anmcy no MMPOU3BOACTBY, YITAKOBKE ¥ aHAJIU3Y NPOBEPEHBI, U YCTAHOBJICHO HX COOTBETCTBUC TpCGOBaHPIﬂM HpaBI/IJ'I

Hannemameﬁ l'[pOPBBOIlCTBCHHOﬁ NpaKTUKHU EBp%HﬁCKOFO 3KOHOMHYECCKOIo COr03a».

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanue: [Ipoaykr cootsercTByeT Tpebosanusam HJJ 3axmovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoeneHo: Pravesh Rana ITpogepeno: Santosh Kumar /Ono6peno: Menemxep /
/) Maurya / PykoBonuTens Pava_{ﬁ Kumar Sharma
; o evr——"=
Reprint Date: Reprint Date: Reprint Date: }/
Hara: 23.11.2024 Hara: 23.11.2024 Hata: 23.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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