Dr.Reddy’s ‘;.‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 1 0f 10/ Ctp. 1 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mposyscr: Moyxknun®, TafneTkn, NOKPLITHIE NIEHOYHOMK 060104K0i, 400 Mr + 325 Mr

Market / Poinok

:Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne ARl Obnem cepun * 800000.0 T26 =

Analytical Repo:‘t No/ - 040002595423 Date of Analysis / . 27.07.2024

ARanETHYeCKHH oTUeT No Jlata apa/inza

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

JlaTa npoH3BOjCTBA T'ojen o

Mfg. License No. / MA number: /

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

JHneH3ua No

Analysis performed accordil_lg__ND: / Anaau3s nposeaen no HJL: JITI-Ne(003654)-(PT-RU)-101123

Ne |Test/ Iloxkazarenn

Results/ PeayabTaThl

Specification / Hopma

Appearance /
1 |Onuncanue

Orange film-coated, capsule-shaped, one-side
scored tablets; white core al the cross-section.
/  Tabnerkw  kancyviaosuuHeoit  QopMer,
TOKPBITHIE TUICHOMHOH obonouKoi
OpalkeRoro 1Bera, ¢ pHckoli 1A OHOH
CTOpOHE; HA TNONCPCHHOM paipese — aapo
Genoro uscTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTkn kancyaoBHIHOU
¢opMBI, TOKpPBIThIE IIIEHOHHOH 060I0YKOH
OpaHXeBOro 1IBETA, C PUCKOM Ha ONHOM CTOPOHE;
Ha MONIEPEUHOM pa3pese — Anpo 6enoro WirH
nourtH Oenoro nBETA.

Remarks : The Product conforms to ND/
Ipumevanne: [IpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axmovenne: OJJOBPEHO

Prepared by /

Maurya |

ol SR

IToarotoB/ieHO: Santosh;gjmar

Checked by /
[Ipoeepeno: Payyan Kumar

P

Approved by: Manager/Executive
/O po6peno: Menemiep / N ) ‘
PyxoBoautens Manoj Kumar R e

Reprint Date:
Hata: 27.07.2024

Reprint Date:
Hata: 27.07.2024

Reprint Date:
Hata: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Barijara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: LBE195AP1584PLC0O04507

wwiw.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulation 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
CEPTHOUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaysr: HOyrann®, Tabners, NOKPLITLE N1eHOYHON 060n0uKoi, 400 Mr + 325 Mr

Analysis performed according ND: / Anasms I'I_pDBE,[[@I'l no HI: HH-NE(GI}SGS-S)—(Pl"-RU_)-IOI 123 i

Market / Poidok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne s OfbeM cepHH " 800000.0 Tab

Analytical Repo:‘t No/ . 040002595423 Date of Analysis / . 27.07.2024

AHanUTHYeCKHHA 0THeT No J{aTa aHanu3a

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

Jarta npon3BoIcTBa T"open oo

Mfg. License No. / MA number: /

MpoussoacTBCHAAS : MNB/05/263 : fere : JITI-Ne(003654)-(PI"-RU)
Hosep PY

Jnensns Ne _

2 |Identification /
IToanHHHOCTD

Complies as prescribed/
CooTBETCTBYET

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 ylepKHMBaHHA OCHOBHBIX IHKOB Ha
XpOMaTOrpamMme HCHLITYEMOrO PaCTBOPA HOJIKHEI
COOTBETCTBOBATH BPEMEHAM YAESPKHBAHMS THKOB
HA4 XpoMarorpamme pacTBopa CTaHAApTHBIX
obpasuos ubynpodena 1 napaleramona (pasjen
«KonutuecTBeHHOE ONPEAeNEHHEN)

3 |Average tablets weight / 969.3 mg/ 969.3 Mr
Cpeansas macca TabieTok

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

Or 940,9 Mr o 999,1 MT
(970,0 Mr =+ 3,0 %)

4 |Disintegration /
Pacnmagaemocts

09 min 19 sec / 09 MuH 19 cex

[Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykr coorseTcTBYET Tpebopannsam HJI

Not more than 30 min /
He 6onee 30 MuH

Opinion : APPROVED
3axnwuenue: OJOBPEHO

Mata: 27.07.2024

Prepared by / Checked by / Approved by: Manager/Executive
INogrotoeneno: Santosh Kuymar | ITposepeno: Pawan Kumar /O podpeno: Meneauep / \ D o P
WP ( gz ,,._r}—_‘_ Pyxorogurens Manoj Kumar ".‘_’ﬂLf—
Reprint Date; Reprint Date: I Reprint Date:

Hara: 27.07.2024

Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLCO04507

www.drreddys.com

=




Dr.Reddy’s Qf‘

Dr. Reddy's Laboratories 1td_
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
Tel : +51 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page3 of 10/ Crp. 3 43 10

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

Opopyxr: Hoykana®, rabierk, NOKphiThIe NIEHOYHOH 0600 Koit, 400 Mr + 325 Mr

Market / Poinok

:Russia / Poccus

Batch No / . { Batch Quantity / . 800000.0 tab /

Cepus Ne o 2l O0bem cepun " 800000.0 Tab

Analytical Repo:*t No/ . 040002595423 Date of Analysis / . 27.07.2024

AHanuTAYECKHii oT4yer Ne | JlaTa aHammza

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

Jata npon3BoacTBa I'ogen no

Mfg. License No. / MA. ber: /

TIpou3BoACTEeHHAS : MNB/05/263 numoer : JIII-Ne(003654)-(PT-RU)
Homep PY

apnensus Ne

Analysis performed according ND: / Araaus nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /
PacTBOpenue

100 % to 103%

98 % to 102%

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)
after 30 min /

He menee 70 % (Q) C1aHisO2 (M6ynpoden) uepes
30 Mun

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

He menee 70 % (Q) CsHoNO, (mapaueramon)
gepes 30 MUH

Remarks : The Product conforms to ND/
Ilpumeyanue: [Tpoaykr coorsercTByeT Tpebopanuam HIL

Opinion : APPROVED
3axmwouenne: OJOBPEHO

Prepared by /

Maurya

[Mogrotosne”o: Santosh Kumar

Checked by /
IIposepeno: Pawan Kumar

_ 1_ =

Approved by: Manager/Executive :
fOnoGpeno: Meneuep / A ' fm k
PykoBoantens Manoj Kumar i b

Reprint Date:
Jara: 27.07.2024

Reprint Date:
Mara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, india
Tel: -+91 40 490Q 2900, Fax: +91 40 4300 2999, Email: maii@drredays.com
CIN: L85195AP1384PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laberatories 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
CEPTHOHKAT AHAJIM3A

Page 4 of 10/ Cp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpomyxr: Hoynnn®, Tabnerki, NOKpLITHIE IIeHoYHOoH 06onoukoi, 400 mr + 325 mr

Market / Pornok :Russia / Poccrs

Batch No / . Batch Quantity / ~800000.0 tab /
| Cepust Ne # V2401307 O6beM cepitit " 800000.0 Ta6

Analytical Repo:'t No/ . 040002595423 Date of Analysis / . 27.07.2024

AnanurndeckHii oTder Ne Jara ananmsa

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

Jata r1poH3BOACTBA Toaen 10

Mfg, License No. / MA number: /

TIponsBoACTBeHHAS : MNB/05/263 Ioer: : JITI-Ne(003654)-(PT-RU)

Homep PY
JHOeH3Hs Ne

Analysis performed according ND: / Ananns nposenen o HJL: JI I1-'-.N‘u(003654)-(PI{RU]-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacrBenHbIe Np¥MecH than 0.005% /
Method 1/ Meron 1 4-amudodeHon (mpUmech fapaueramMona) He
6omee 0,005 %
Method 2 / Meton 2 . Any individual impurity (of ibuprofen or
0.04% paracetamol) - not more than 0.3% /
Jiobas enuHuynad npamech (ubynmpodeHa HIU
napateTamorna) He Gonee 0,3 %
0.04% Total impurities (Method 1+ Method 2) - not more
SigiAD than 0.7% / Cymma npumeceit (Meton 1 + Mérog
2) ne 6omnee 0,7 % |
9 |Water / Boaa 1.5% Not more than 5.0% /
He 6onee 5,0 %

Remarks ; The Product conforms to ND/
Npumeyanne: [TpoaykT coorsercrByeT Tpebosanuam HJL

Opinion : APPROVED
3axmoyenne: OJJOSPEHO

Jara: 27.07.2024

Prepared by / Checked by / Approved by: Manager/Executive
Hoxrotosneno: Santosh Kumar | Ilposepero: Pawan Kumar /Opmo6peno: MeHemxep / \ - r
Maurya ( ‘ Pyxopogutent Manoj Kumar j;ﬁlk_ ‘
Reprint Date: Reprint Date: - Reprint Date:

Hara: 27.07.2024

Hara: 27.07.2024

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

Tel: +91 43 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drreddys.com

CIN: L85195AP1984PLCDO4507
www.direddys.com




Dr.Reddy’s ‘_’:'.

CERTIFICATE OF ANALYSIS
CEPTHOUHKAT AHAJTHM3A

Dr. Reddy's Laboratories Ltg.
Formulaticn Unii-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1a
Tel : +91 98166 56001-02
www.drreddys.com

Page 5 of 10/ CTp. 5 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
(Tpoay xr: HOoykann®, Ta0aerki, n0RPLITbIC IIeHOYHOK o6onoureii, 400 mr + 325 Mr

‘Market / Puinok :Russia / Poccusi

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepust Ne Rz O6BeM cepnnt * 800000.0 Tab

Analytical Repog’t No/ . 040002595423 Date of Analysis / . 27.07.2024

AnanuTHyecKuii oryer Ne Jata aHanM3a

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

Jara npou3BOACTEA Tonen 10

Mfg,. License No. / MA number: /

ITpou3BoaCTBEHHAA : MNB/05/263 : : JITI-N2(003654)-(PT"-RU)
Homep PY

munenius Ne

Analysis performed according ND: / Ananus nposejen mo H/L: JITI-Ne(003654)-(PT'-RU)-101123

10 |Uniformity of dosage
units /
OnHOPOIHOCTD
JI03UpOBaHHS

- ibuprofen / n6ympoden

- paracetamol /
IapaLeTaMon

4.0

2.3

Acceptance value (AV) should be not more than
15.0 / Tlokasarens npueMneMoct (AV) nomkeH
6biTh He Gosiee 15,0

Acceptance value (AV) should be not more than
15.0 / Tokasatens npuemneMoctd (AV) momker

6BITE He Bonee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: [IpogyKT cOOTBETCTBYET Tpedosanuam HI

Opinion : APPROVED
3axmoyenue: OJJOBPEHO

Prepared by /

IToproroBneHo: Santosh.Kumar
Maurya

-
—

Checked by /
IIpoBepeno: Pawan Kumar

o
It L P—

Approved by: Manager/Executive
/O po6peno: Menemxep / \“

-
Pyxosopurens Manoj Kumar ' "39_‘.51(

Reprint Date:
Hara: 27.07.2024

i

Reprint Date:
Hara: 27.07.2024

Reprint Date:
ITara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Kills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: LB5195AP1584PLCO04507

www.direddys.com




Dr.Reddy’s €€

Dr. Reddy's Laboratories Ltd.
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
CEPTHOPHKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayscr: HOyxinn®, rabaerku, MOKpHITbIE MIeHOMHOMH 060a04K0i, 400 My + 325 Mr

‘Market / Prisok - :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus Ne - MR O6bem cepnH * 800000.0 Tab
Analytical Repovrl No / . 040002595423 Date of Analysis / . 27.07.2024
AnasaTH4Yeckuii oTyer Ne JlaTta ananu3sa

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

JlaTa IpOH3BOACTBA I'ogen go

Mfg. License No. / T ber: /

Ipon3BOACTBeHHAS : MNB/05/263 nRmer: . JITI-Ne(003654)-(PT-RU)

Homep PY
Juuensus Ne

Analysis performed according ND: / Ananus nposeges no HI: JITI-Ne(003654)-(PF-RU)-101123

11 [Microbiological purity* /
MukpobdHoOIOrnYecKas
yucrora*

a) Total aerobic microbial
count / Ob1wee 9ucio
adpoBHBIX
MHKPOOPraHH3MOB

b) Total combined yeasts
and mould count / O61ee
YUCNO APOXOKEBBIX U
TUIECHEBBIX IPHOOB

c) E. coli

NA

NA

NA

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

Not more than 100 CFU/g/
He Gonee 100 KOE/r

Shall be absent in

Ir

lg / OrcyTcTBHE B

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponyxt coorseTcTByeT Tpeboranusm HJ

Opinion : APPROVED
Zaxaouenne: OJJOBPEHO

Jara: 27.07.2024

Hara: 27.07.2024

Tlata: 27.07.2024

Prepared by / Checked by / Approved by: Manager/Executive
[ogrorosnexo: Santosh Kumar | IlpoBepeno: Pawan Kumar /Opo6peno: Menemxep / A ( )
Maurya { L PykoBogutens Manoj Kumar ' ,\__\\j;é'f’f_‘_
Reprint Date: Roprint Date: * Reprint Date:

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: mai!@drreddys.com
CIN: L85195AP1584PLCO04507

www.direddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND1 A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJTH3A

Page 70f 10/ Ctp. 7 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg 3
\Dpoayscr: H6yxnun®, TabaeTrn, DoKpLITLIC NiIeROUHOH 06010%K0i, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccus LR

Batch No / ) Batch Quantity / ~ 800000.0 tab / i

Cepus Ne A O6nem cepui ' 800000.0 Tab

Analytical Repourt No/ - 040002595423 Date of Analysis / . 27.07.2024

AHaNMUTHYECKHI oTueT Ne JlaTa ananHza

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

JlaTa npoM3BoCTEA T'oaen g0

Mfg. License No. / MA number: /

Tpon3BOACTBeHHAS : MNB/05/263 el : JIII-Ne(003654)-(PT-RU)
Homep PY

aigen3ns Ne

Analysis performed according ND: / Auajn3 n;_:oarsenen mo HJ1: JIII-Ne(003654)~-(PT'-RU)-101123

12

Assay / Koau4decTBeHHOE
onpegeneHue

393.6 mg/393.6 mr

324.05 mg / 324.05 Mr

360.0 to 440.0 mg of C;3Hs02 (ibuprofen) per
tablet /

Ot 360,0 mr 10 440,0 mr C3H;30, (MOynpoden) B
Tabnerxe

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

Ot 292,5 mr go 357,5 mr CsHoNO; (mapareramon)
B TabneTke

13

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 TabneTtok
B [IBX/Al 6nucrep. Ilo 1 6nucrepy
B IIa4Ky KapTOHHYI0 BMeCTe C
MHCTPYKUHKEH 110 IPUMEHEHHUIO.

Package / YnakoBka

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnetox B [IBX/Al 6auctep. [lo 1, 2 wum 20
6aucTepoB B Mayky KapTOHHYIO BMeECTe €
MHCTPYKLKCH TIO IPUMEHEHHIO.

14 | Labeling / MapkupoBka |According to ND. /B cootBetcTBun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpys TemnepaType He Bhlle 25 °C.
16 | Shelf life / Cpox S years / 5 ner
TOAHOCTH

Remarks : The Product conforms to ND/
IIpumeyanne: ITpoaykT cooTreTcTBYET TpeboraHusaM HIL

Opinion : APPROVED
3arouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneHo: Santosh Kumar | Ilposepeno: Pawan Kumar /Ono6pero: Menemxep / \
Maurya /%7 Pykosoaurens Manoj Kumar W g
Reprint Date: Reprint Date: g Reprint Date:

Tara: 27.07.2024 Jata: 27.07.2024 Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Barnjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emuil: mai!@dirsddys.com
CIN: L851.95AP1584PLCOD4507

www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIHA3A

Page 80f 10/ CTp. 8 u3 10

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

Tipopyxr: HM6yriis®, TabieTiH, HOKPbIThIC INIeHO4HOH 660.501KoiH, 400 mr+ 325 mr

Jgunensns Ne

Market / Peinok :Russia / Poccus

Batch No / ; Batch Quantity / ~ 800000.0 tab /
 Cepuisg Ne SN O6nem cepun * 800000.0 Ta6

Analytical Repo:-t No/ . 040002595423 Date of Analysis / . 27.07.2024
 AHanuTH4eCKRnii oT9er Ne JlaTa anaJIM3a

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

HdaTa npon3BOJACTBA T'onen 1o

Mfg. License No. / MA number: /

IIpou3BOACTBEHHAsN : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananuz nposenen no HJE: JIT-Ne(003654)-(PT-R U)-101123

Note: Refercnces in the normative document are given to the Rus. Ph X1V.

= 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.

[Tmisteumie: CCRUTKH B HOPMATHBION 10KyMEHTalMK npusenenst Ha [ PO XIV.
* [TpoBOLMTCA IPOH3BOUMTENEM NPH BIYCKE IEPHOAMNCCKH: I Kakno 20-oit cepuul W/ He MCHee | pasa B rolL. TToxa3sarens MoXeT 6srrb He

BKJIIOYEH B cepTH(HKAT aHAMH3A QHPMEL

API name / HanMenoBanue ADC: Ibuprofen / 6ynpogen Paracetamol / [Tapaneramon
INN / MHH: Tbuprofen / UbynpodeH Paracetamol / ITapaueTtamon
. PIBM240041 1411/23-24, 1413/23-24
Homep cepnu npoussogurens ADC:

' FP Manufacturer API Batch number /
Homep cepnH cy6CcTaHIIMH NPOH3BOHTEIA FERA00229 FERA00273, FERA00274
| ) (o

Remarks : The Product conforms to ND/
IIpuvieyanne: [IpogyKT CoOTBETCTBYET TpeOOBaHUAM HII

Opinion : APPROVED
3aknrouenue: OJJOBPEHO

Prepared by / Checked by /
TMoaroroBaeHo: Santosh Lgl(mar

Maurya e /
T

IIposepeno: Pawan Kumar

Approved by: Manager/Executive
/OnoGpeno: Menemaixep /

Pyxosoaurens Manoj Kumar '\\‘:iw“l_

Reprint Date:
JHara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCOD45D7
www.direddys.com




Dr. Reddy’s Laboratories Ltq,
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, IND1a
Tel : +91 98166 56001-02
www.drreddys.com

Dr.Reddy’s Qj':‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 9 of 10/ Cp, 9 u3 10

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

Ipoayxr: Moykaun®, raGierkn, noKpbiThie njienounoii o6oso%uKoii, 400 mr + 325 mr |
| Market/ PeiHok :Russia / Poccus o ol

Batch No / . ' Batch Quantity / . 800000.0 tab /

Cepust Ne PN O6Bem cepin " 800000.0 Tab

Analytical RepoIt No/ - 040002595423 Date of Analysis / . 27.07.2024
AnanuTHueckHii oT4er Ne e Jara aHanu3a

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

HdaTa rnpon3BoICcTBa Togex xo

Mfg. License No. / MA number: /

IIpou3sBoacTBEHNAA : MNB/05/263 , : : JIII-Ne(003654)-(PT-RU)

Homep PY
aunen3ns Ne
Analysis performed according ND: / Ananns nposeaen no HJI: JIT-Ne(003654)-(PT-RU)-101123

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Limited,

API Manufactured by & country /
ITponseopurens ADC, cTpana:

Limited, India / Conapa OxTuB
®apma Caiiercus Jlumuren,

India / lipu Kpuuina
Qapmacetotukanc Jlumuren, Mnaus

Hnona

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 Peqnu’c JIa6oparoprc Jlta., Uaaus, IlpoussoncraseHHoe
nonpasfenenne-6, Bumn. Kxons, Hanarapx Poya, bamay, JIHUCTpUKT
Conan, X.IT., 173205, Uupus (nuuensus Homep MNB/05/263)

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

HaumeHoBanHe, ajpec, THUESH3AS JJIA
ITponseopcTBeHHasA niuowaaka / Ilnowanka
KOHTPO.IA KayecTBa / Ilnomaaka Buinycka

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».

Opinion : APPROVED
3akmwyenne: OAOBPEHO

Remarks : The Product conforms to ND/
IIpumeyanne: I[Ipoaykr coorBeTcTBYeT TpeboBanuam HJL

Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneHo: Santosh Kymar | [IpoBepeno: Pawan Kumar /Ono6peno: Menemxep / X ) (
Maurya ; ? 'IJ Pyicopoguront Manoj Kumar i
Reprint Date: Reprint Date: Reprint Date:

Hara: 27.07.2024 Hara: 27.07.2024 Hara: 27.07.2024

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: mai!@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com




Dr. Reddy's Laboratories Ltd
Formulation Unit-6

G e
Dr. Reddy’s Q;. Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P., 173 205, INDia
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 10 of 10/ CTp. 10 u3 10

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

TpogyKr: H6yrmn®, TabneTkn, NOKpLITEE IJIEHOYHO#A 060104K0ii, 400 Mr + 325 Mr __

Market / Peiok :Russia / Poccust -

Batch No / . V2401317 Batch Quantity / _ 800000.0 tab /

Cepust Ne ) O6bem cepun " 800000.0 T26 |

Analytical Repo:'t No / - 040002595423 Date of Analysis / . 27.07.2024

AnannTH4eckHii oTyer Ne Jara ananu3a

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

Jara npon3BogcTBa B Toxen po

Mfg. License No. / MA number: /

Ipon3BoacTBEHHAA : MNB/05/263 S . JITI-Ne(003654)-(PT-RU)
Howmep PY

auneHsus Ne e

Analysis performed according ND: / Ananns nposeies mo HJL: JITI-Ne(003654)-(PI'-RU)-101123

Bakmo4eHHe 0 COOTBETCTBHH: «HACTOAMM s TIOATBEPXAAIO, 4TO NMpHBEJeHHas Bbllle MHPOPMALIMSA ABJAETCSA
JIOCTOBEPHOH W TOYHOH. DTa Cepus MPOAYKLMH NpOoU3BefeHa (BKIIOUYad YHAaKoBKY (MapKMPOBKY) M KOHTPOJb
K4YeCTBA) HA BbIUIEYKA3aHHOH IIPOM3BOJACTBEHHON ILomaAKe (MNOlaZKkaX) B MOJHOM COOTBETCTBHH C
TpeboBanusiMu IIpaBun Haanexaluel Npou3BOACTREHHOM NpakTHiK EBpasuickoro skoHoMMYeckoro corosza (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTa6ps 2022) u TpebOBaHHAMM KOHTPONS KayeCTBa JICKAPCTBEHHBIX CPEACTE,
a TaKkkKe B COOTBETCTBHU CO CIELHPUKALIUAMHU, COIEPKALIUMHCA B PErMCTPALMOHHOM JIOChE CTPaHBI-UMIIOpTepa.
3anmcH 110 NPOU3BOACTRY, YIIAKOBKE 1 aHANN3Y IPOBEPEHE], U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHMAM [Ipasun
Hagexallel IpOU3BOJCTBEHHON PaKTUKK EBpa3Hiickoro 3KOHOMHUYECKOro CO03ax.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoayxt cooTBercrayeT TpeGoanusm HIT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
INoaroTosneHo: San-toslpzmar [TporepeHO: Iiawan Kumar /Ono6peHo: Menemxep / {-"'P}‘ w-F
Maurya /4 /"‘T"—-—- Pykosoaurens Manoj Kumar 5
i s +
Reprint Date: Reprint Date:’ Reprint Date:
Hara: 27.07.2024 Hara: 27.07.2024 Jara: 27.07.2024 - J

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: L85195AP1584PLCOD4507
www.drreddys.com




