Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Itd.
Formulaticn Unit-6

Vill. 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 1 0of 10/ Crp. 1 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykaun®, Ta6/eTKH, NOKPHITHIE ILIEHOYHOH 060/104K0M, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne R MEEEEOl Oonem cepuH " 800000.0 Tab
Analytical Report No / . 040002752218 DatcolAmalysis/ 5 mamooom
AHaJIHTHYECKHI oT4yeT Ne JlaTa anaiu3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa mpouM3BoaCTBa I'open no
Mfg. License No. / MA number: /
IIpon3BoacTBEHHAs : MNB/05/263 ’ ¢ JII-Ne(003654)-(PT'-RU)
Homep PY
| auneH3us Ne -

Analysis performed according ND: / Ananus nposeged no H/: JITI-Ne(003654)-(PT-RU)-101 123

No |Test/ IlokazaTeb

Results/ PesyabTaTsl

Specification / Hopma

Appearance /
1 |Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KaTCYJIOBUHOM (OpPMBEIL, MOKPHITHIE
NJIeHOYHOH 06071049K0 OpaH)XeBoro
1[BETa, C PUCKOH HA OHOH CTOPOHE;
Ha MOTePEHHOM pa3pese — Sapo
fenoro yBera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTkn KancyaoBUAHON
(OpMBI, MOKPBITHIE TIIEHOYHOH 0060/104KO0i
OpPaHXXEBOTro 11BETa, C PUCKON HA OAHOI CTOPOHE;
Ha NOTIEPeYHOM pa3pese — AApo OeNoro Uin
nourty 6enoro uBera.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorseTcTBYeT Tpebosanuam HJL

Opinion : APPROVED
3aknrouenue: OJJOBPEHO

Prepared by /

Maurya

Checked by /

Ioarotosneno: Santosh Kumar | Ilposepeno: Rajeev Gandhi

B

Approved by: Manager/Executive
/OnobpeHo: Menenxep /
Pyxosonmcnp\— Amif Kumar

e —

Reprint Date:
Hara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Datey
Jara: 11.12.2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLLC0O04507

www.direddys.com




Dr.Reddy’s ‘g

Dr. Reddy's Laboratories 1.td.
Formulaticn Unit-6

vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56C01-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 2 of 10/ Cp. 2 13 10

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

Ipoaykr: U6ykanu®, Ta6neTKH, NOKPLITHIE IIEHOYHOI 060104uKo0ii, 400 Mr + 325 mr
| 11poay y P

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne V2402461 O6beM cepuH " 800000.0 Tab

Analytical Repovrt No/ - 040002752218 Date of Analysis / . 11.12.2024

AHaauTHYecKHi oTueT Ne JlaTa aHa/u3a

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

JlaTa Npon3BOACTBA I'ogen no

Mfg. License No. / ]

TiponsBoncTBeHHas . MNB/05/263 S umber: . JITI-Ne(003654)-(PT-RU)
Homep PY

Janen3us Ne

Analysis performed according ND: / Auasin3 nposeaes no HJI: JITI-Ne(003654)-(PT-RU)-101123

Complies as prescribed/
COOTBETCTBYET

2 |Identification /
IToaHHHOCTH

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) /
BpemeHa yHepKHBaHHsS OCHOBHBIX TIMKOB Ha
XpOMaTOrpaMMe HCIIBITYEMOI'0 PaCTBOPA JAOJDKHBI
COOTBETCTBOBATH BpeMEHaM YACpP)KUBaHNs IHKOB
Ha XpOMarorpaMMme pacTBOpa CTaHJAPTHBIX
obpasuos ubynpodeHa u mapaueTamona (pasien
«KonuuyecTBeHHOE ONpeIEIeHUE)

3 |Average tablets weight / 965.4 mg / 965.4 mr

Cpennsist macca Ta01eToOK

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

Ot 940,9 MI Jo
(970,0 mr + 3,0 %)

9991 M

4 |Disintegration / 08 min 07 sec / 08 muH 07 cek

PacnagaemMocThb

Not more than 30 min /
He 6onee 30 Mun

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykt coorBercTByeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[Toarorosneno: Santosh Kumar

M )
aurya ‘gi' >

IMposepeno: Rajeev Gandhi

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PyKOBOIlI/ITeIH:! Amit Kumar

Nms

{

Reprint Date: —
Hara: 11.12.2024

Reprint Date:
Harta: 11.12.2024

Reprint Date:
Jara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOO4507

www.drreddys.com




Dr. Reddy’s Laboeratories |td.
Formulation Unit-6

@
Dr. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 3 of 10/ Cp. 3 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponykr: M6ykann®, TabaeTKH, IOKPLITHIE IIEHOYHOH 060J1049K0#, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne § Vizadzdol O6nem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002752218 Date of Analysis / . 11.12.2024

AHaJIHTHYECKHUIT 0TUeT Ne JlaTa aHa/u3a

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

JaTa mpou3BoaCTBa I'onen 1o

Mfg. License No. / MA number: /

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

Junen3nsa Ne

Analysis performed according ND: / Anaju3 npoeegen no HJI: JIH-NT'_)(003654)~(PI"-RU)-'l(]1123

5 |Dissolution / Not less than 70% (Q) of C;3HisO: (ibuprofen)
PacTBopenne after 30 min/

99 % to 101% He menee 70 % (Q) Ci3HisO2 (ubynpoden) uepes
30 MuH

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

99 % to 102% He menee 70 % (Q) CsHoNO, (mapaueramon)
yepes 30 MUH

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmne: [Tpoaykr coorBercTByeT TpeGoBanusam HJL 3axmovenue: OJOLIEIIO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarotosneno: Santosh Kumar | IIposepeno: Rajeev Gandhi /Onobpeno: Menemxep /
Maurya % @ PykoBogutens Amit Kumar
. ’ b L= e

) - N

Reprint Date: Reprint Date: Reprint Date: ¥

Hara: 11.12.2024 Hata: 11.12.2024 Hara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabhad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mai!@drreddys.com
CIM: L85195AP1584PLCD04507
www.direddys.com




Dr.Reddy’s ":‘

Dr. Reddy’'s Laboratories |td.
Formulaticn Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 10/ Crp. 4 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Npoaykr: H6ykanu®, Tab1eTKH, HOKPLITHIE NEHOYHOIT 06010uK0ii, 400 Mr + 325 mr

Market / PeIHOK :Russia / Poccusg

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne s VEalZEo] O0bem cepun " 800000.0 Tab

Analytical RepOft No/ - 040002752218 Date of Analysis / . 11.12.2024

AnajuTHYecKHH oTyeT No Jlara anaiausa

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

Jlata mpoH3BOACTBA T'ogen 1o

Mfg. License No. / MA number: /

Ilpon3BoacTBeHHast : MNB/05/263 ) : JITI-Ne(003654)-(PT"-RU)
Homep PY

Junen3ua No

Analysis performed according ND

: / Ananus nposened mo HJI: JI-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.001% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE PHMECH than 0.005% /
Method 1/ Metoga 1 4-amuHobeHon (mpuMech MapaueTramona) He
6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (of ibuprofen or
paracetamol) - not more than 0.3% /
Jiobass eguuu4Has npumech (MOynpodeHa HIH
napaueramoa) e 6onee 0,3 %
0.03% Total i .
otal impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1 + Meton
2) e 6osiee 0,7 %
7 |Water / Bona 1.4 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Hpnmeuanne: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axnwuyenne: OJJOBPEHO

Prepared by /
Tloaroroeieno: Santosh Kumar

Maurya @_

Checked by /
[Tpoeepeno: Rajeev Gandhi

e

Approved by: Manager/Executive
/Ono6peno: Menemxep /
PykoBoautens /&I‘l‘ljt Kumar

e

v/

Reprint Date:
Hata: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date: !
Jarta: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.drredadys.cori




Dr.Reddy’s ":.

L3

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

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

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A

Page S of 10/ Cp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MponyxTt: U6ykiaun®, TaGueTKH, NOKPBITHIE IIEHOUHOl 060/104K0#, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000.0 tab/

Cepus Ne V2402461 O06neM cepun " 800000.0 Tab

Analytical Repovrt No / - 040002752218 Date of Analysis / © 11.12.2024

AHanuTHYecKHid oTueT No Jara aHa/au3a

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

JaTa npou3BoACTBA I'open oo

Mfg. License No. / MA number: /

IIpou3BoACTBEHHAA : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

JiHneH3Hs Ne

Analysis performed according ND: / Anasnus nposenes mo HJ: JIIT-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OIHOpPOZHOCTB
JIO3UPOBAHUS

- ibuprofen / ubynpoden

|- paracetamol /
|napaneTamoJt

Acceptance value (AV) should be not more than

0.9 15.0 /Ilokazartens npuemMineMocTd (AV) nomxeH

ObITh He bonee 15,0

Acceptance value (AV) should be not more than

2.4 15.0 /Ilokasatens npuemieMocTH (AV) fokeH

ObITh He 6oee 15,0

Remarks : The Product conforms to ND/
IMpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouyenne: OJJOBPEHO

Prepared by /

IMoarorosneno: Santosh Kumar
J
Maurya (K

Checked by /
[Tporepeno: Rajeev Gandhi

b

Approved by: Manager/Executive
/Opo6peHo: Menemxep /
Pyxosoaurens, Amit Kumar

T —

Reprint Date:
Hara: 11.12.2024

Reprint Date:
Jara: 11.12.2024

" -
Reprint Date: '
Jata: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCO04507
wawwes rrreddys rom




Dr.Reddy’s ":"

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

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

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Page 6 of 10 / Crp. 6 u3 10

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

Hpoayxr: M6ykaun®, TaGieTKH, NOKPHIThIE MIeHOUHOH 060,10uKOii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne V2402461 Oonem cepun " 800000.0 Tab

Analytical Repo:‘t No/ - 040002752218 Date of Analysis / . 11.12.2024

AHanuTu4ueckui oTuer No JlaTa ana/in3a

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

JlaTa mpou3BOACTBA I'onen oo

Mfg. License No. / MA number: /

IIpou3zBoacTBeHHAS : MNB/05/263 ’ ¢ JIII-Ne(003654)-(PI'-RU)
Homep PY

auuen3nsa Ne

Analysis performed according ND: / Anasus npoenen no HJI: JITI-No(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Mukpobuonoruyeckast
yucrora*

a) Total aerobic microbial
count / Ob1ee 4ucio
a’pOOHBIX

MHKpPOOpPraHu3MoOB

NA

NA
b) Total combined yeasts
and mould count / Ob1uee
YHCJIO JPOXOKEBBIX H
IIECHEBBIX IPUOOB

¢) E. coli

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 1g / OtcyrctBue B

Remarks : The Product conforms to ND/
Ipumeuanue: [1IpoayKT cOOTBETCTBYET TpebGoBaHusam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

[ToarotosneHo: Santosh Kaynar
Maurya {

1]
.J’/

[poeepeHo: Rajeev Gandhi

Approved by: Manager/Executive
/Ono6peno: Menemxkep /
PykoBoautens Amit Kl]{l}_al'

o

f -
| e

Reprint Date: —

Hara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date: '

Jara: 11.12.2024

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: maii@drreddys.com
CIN: L85195AP1584PLCO04507
www. direddys.com




Dr.Reddy’s €5¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 7 0of 10 / Cp. 7 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoxyxr: N6yknun®, TabaeTKH, NOKPBITHIE IUIEHOYHOIi 060104KOH, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepust Ne - V2402461 O0nem cepuu " 800000.0 Tab

Analytical Repo‘}rt No/ - 040002752218 Date of Analysis / . 11.12.2024

AHanuTH4YecKHii oTyeT No Jata anaiu3za

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

JaTa mpou3BoaCTBA Topen o

Mfg. License No. / MA number: /

IponsBoacTeenHas : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Howmep PY

Junen3usa Ne |

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

10 |Assay / KosinyecTBeHHOE

onpeaesenue

403.0 mg / 403.0 mr

332.56 mg /332.56 mr

360.0 to 440.0 mg of C;3H 30, (ibuprofen) per
tablet /

Ot 360,0 Mr 10 440,0 Mr C13H130; (ubynpoden) B
TabneTke

292.5 to 357.5 mg of CsHyNO, (paracetamol) per
tablet /

OT1292,5 Mr 1o 357,5 mr CsHgNO; (napaneramon)
B TabyeTKe

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTok
B [IBX/Al 6imuctep. [To 1 6nucrepy
B Ia4Ky KapTOHHYIO BMECTE C
HHCTPYKLHMEH [0 NPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabneroxk B IIBX/Al 6nuctep. ITo 1, 2 mwiu 20
OGIMCTEPOB B MayKy KapTOHHYD BMECTE C
HWHCTPYKLHMEH 110 NPHUMEHEHHUIO.

12 | Labeling / Mapkuposka |According to ND. /B coorsercTBiu ¢ H/I.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne Ipu Temmnepatype He Boie 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
TOXHOCTH

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

Remarks : The Product conforms to ND/
ITIpumeuanue: [IpoaykT coorBercTBYeT Tpebosanusam HJI

Opinion : APPROVED
3akaouenue: OJOGIPEHO

Prepared by /

4

IMoarorosiieHo: Santosh Kumar
Maurya ?5

Checked by /

>

A s

[Iporepeno: Rajeev Gandhi

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykopoautens Amit Kumar

e —

S —

Reprint Date:
Hara: 11.12.2024

Reprint Date:
Hara: 11.12.2024

Reprint Date: v
Hara: 11.12.2024

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: maii@drredays.com
CIN: L85195AP1584PLCO04507

www.direddys.com




Dr.Reddy’s Q-:-'

Dr. Reddy's Laboratories {td.
Formuiaticn 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

CEPTUOHUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
| IpoayKr: H6yknun®, TabaeTKH, IOKPBITHIE IEHOUHOM 06010uKo0ii, 400 mr + 325 mr

Analysis performed according ND: / AHanu3 npoBejies no HJL: JIH-N&(OO3654)-EPF—RU)-101123

Market / PbiHoOK :Russia / Poccusg

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepusi No i OonBem cepud " 800000.0 Tab

Analytical Rep0}'t No/ . 040002752218 Date of Analysis / - 11.12.2024

AHauTHYeCKHiT oTuyeT No JaTa anannsa

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

JlaTa mpou3BoACTBA TI'open g0

Mfg. License No. / MA number: /

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

JHLeH3Hs Ne -

* 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.

[pumeuanue: CChlIKH B HOPMATHBHO} JOKyMeHTaluy npueeens Ha ['® PO XIV.

* TIpoBOAMTCS MPOU3BOJUTENEM NPH BBITYCKe MEPUOANYECKHU: 1A Kaxaol 20-oi cepun unmu He MeHee 1 pasza B
roz. ITokazaTesis MOXeT ObITh He BKJIFOUCH B cepTH(UKAT aHanu3a GupMBI.

API name / HaumeHnoBaunne APC: Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
INN / MHH: Ibuprofen / U6ynpodex Paracetamol / Ilapauietamon
API manufacturer batch number / PIBM240170 APAP/24040591
Homep cepuu npoussoautesisi ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHH IPOH3BOAMTE/Is FERA00560 FERA00433

I'JI®:

API Manufactured by & country /
Ipoussogutens ADC, ctpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlnmuren,
Ungus

Granules India Limited, India /
I'panynec Unpys Jlumuren, Maausa

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

Hpumeuanue: [Iponykt cooTBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[oaroroeneno: Santosh Kumar | ITpoBepeno: Rajeev Gandhi /Ono6peHo: Menemxep /
Maurya ;_ﬁ# PykoBoaurens A’Qit Kumar

) A e
Reprint Date: Reprint Date; Reprint Date:
Harta: 11.12.2024 Jara: 11.12.2024 Jara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjera Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +971 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1584PLCO0O45D7
wivwedireddys.cuin




Dr. Reddy’s Laboratories |td.
Formulaticn Unit-6

S
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 9 of 10/ Cp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoxyxr: H6ykaun®, TabaeTKH, NOKPLITHIE MIEHOYHO# 0607104K0#, 400 Mr + 325 Mr
Market / PBIHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
| Cepus No 8 Veieron O6bem cepuu " 800000.0 Tab
Analytical Repo‘}'t No/ - 040002752218 Date of Analysis / - 11.12.2024
AunajuTHYecKH# oT4eT Ne Jata anaimsa
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
| aTa npou3BoAcTBA T'opeH no
Mfg. License No. / MA number: /
IIpou3BoacTBEHHASA : MNB/05/263 ) . JITI-Ne(003654)-(PT-RU)
Homep PY
auneHsust N R
Analysis performed according ND: / Apanu3 nposeaen no H/I: JITI-Ne(003654)-(PT'-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBanHe, aapec, THUEH3US 1JI J-p Peanw’c JlaGoparopuc JIta., Muaus, IIpoussoacTeeHHoe
IpoussoacTBennas miaomanka / Hnomanka noapaszaenenue-6, Bumin. Kxons, Hanarapx Poyn, bannu, JucTpukt
KOHTPOJIs1 KadecTsa / Ilnomaaka BeImycka Conan, X.IL, 173205, Unaus (minensust 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/II04€eHHe 0 COOTBETCTBHH: «HacTosiyM s MOATBEPKAA0, YTO NPUBEECHHAs BhIIE HHPOpMALMA ABIIETCS
JOCTOBEPHOH M TOYHOMH. DTa cepus MPOMYKLUMH NPOM3BEAcHa (BKIOYas YNakoBKy (MapKHUPOBKY) W KOHTPOJb
KayecTBa) HA BHIIIEYKa3aHHON IPOM3BOACTBEHHON IUIoNmafKe (MIOWaAKax) B TMOJHOM COOTBETCTBMH C
Tpe6oanuamy ITpaBui Haanexaumeil MPOM3BOACTBEHHOM npakTHkKM EBpasuiickoro skoHOMH4eckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHtsa6ps 2022) u TpeOOBaHUAMHU KOHTPOJISA KAYSCTBA JICKAPCTBEHHBIX CPEACTB,
a TaKXe B COOTBETCTBUH CO CrielUUKAlUAMY, COAEPKAUMUCA B PETHCTPALlMOHHOM AOCBHE CTPaHbI-UMIOpTEpa.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyanue: [IpoaykT coorBeTcTBYeT TpeboBaHUaM HJT 3akmouenne: OJOBPEHO

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

[MoarorosneHo: Santosh Kumar | ITposepeHo: Rajeev Gandhi /Ono6peno: Menemxep /

Maurya PykoBoautens /Qmit Kumar
@B n =

Reprint Date: Reprint Date:— Reprint Date:  V

Hata: 11.12.2024 Jara: 11.12.2024 Jara: 11.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATTH3A

Page 10 of 10 / Ctp. 10 u3 10

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

Tponykr: MGyxnun®, TabaeTKH, 10KPbIThiE MIEHOUHOH 060,1049K0ii, 400 Mr + 325 Mr
Market / PbIHOK :Russia / Poccns
Batch No / . Batch Quantity / . 800000.0 tab /
Cepus Ne 8 V2402461 O6bem cepnu " 800000.0 Tab
Analytical Repovrt No/ - 040002752218 Date of Analysis / - 11.12.2024
AHaJIHTHYEeCKHIT oT4yeT No JlaTa aHaJIH3Aa
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JlaTa IpOH3BOACTBA T'oxen no
Mfg. License No. / MA number: /
IIpousBoacTBEHHAS : MNB/05/263 : : JITI-Ne(003654)-(PT'-RU)

Homep PY

Junen3us Ne
Analysis performed according ND: / Ananu3s nposenen mo HJL: JTI1-Ne(003654)-(PT-RU)-101123

3anucu 1no MPOMU3BOACTBY, YIIAKOBKE H aHaJIM3y IIPOBECPCHBI, U YCTaHOBJIECHO HX COOTBETCTBHUC Tpe60BaHI/I${M HpaBI/IJ'I
Hannemameﬁ HpOI/ISBO}lCTBeHHOﬁ [NpaKTHKHA EBpaSHﬁCKOFO OKOHOMHYECKOI'0 COHO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanusm HJJ 3axmoyenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
Ioxrotosneno: Santosh Kumar | I[IposepeHo: Rajeev Gandhi /Ono6peno: Menemxep /
Maurya 4 % ; Pyxosozurens Amit Kumar

\W, ) ==
Reprint Date: Reprint Date: Reprint Date:
Jlara: 11.12.2024 Hata: 11.12.2024 Hata: 11.12.2024
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