Dr.Reddy’s €3¢

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

Vifl. Khol, Nalagarh Road, Baddj,
Distt, Solan. H.P., 173 205, IND|A
Tol: +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 1 of 10/ Cp. 1 u3 10

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

Ipoaykr: Uoykanu®, Ta6aeTkn, MOKpbITHIE NJIEHOYHOI 06010uK0i, 400 Mr + 325 mr
p 3 p

Market / PoIHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi Ne 3 V2102080 O6bem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002729996 Date of Analysis / - 91.11.2024

AnanuTHdeckmii oTuer Ne JaTta anann3a

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

JaTa mpoussoacrea T'oaen o

Mfg. License No. / MA number: /

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

JHneH3ng Ne

Analysis performed according ND: / Ananu3s nposeaen mo HJI: JIH-N9(00365:1)-(PF-RU)-101123

Ne |Test/ Iloka3zarein

Results/ PesyabTaThl

Specification / Hopma

Appearance /
1 |Onucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KamncyaoBUIHOH (GOPMBL, MOKPHITHIE
IJICHOYHOMH 000JI0UKOI OpaHXEeBOro
L(BETA, C PUCKOW HA OJHOH CTOPOHE;
Ha TIONEPEYHOM paspese — sApo
Oeroro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTkn KancyjaoBUIHON
(OpMBI, MOKPHITHIE MIEHOYHOH 000I0UKOH
OPaHXXEBOro 1BETA, C PUCKOM Ha OJHOH CTOPOHE;
Ha TIOIIePeYHOM paszpese — sApo Oenoro uiu
noutd 6eaoro ygeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanusm HJI

Opinion : APPROVED
3akmouenne: OQBPEHO

Prepared by /

Maurya

Checked by /

i

Tloarorosneno: Santosh Ku%ar [IpoBepeno: Pawan Kumar

Approved by: Marjager/Executive

/Ono6peHo: Menejmkep /

PykoBoauTens hishek C haxjmn
l .-

L o

Reprint Date:
Hara: 21.11.2024

Reprint Date:

Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Begistared Nffice: 872337 Rand No. 3. Banjain Hills, Hydarabad - 500024, Talangana, india
Tel: +91 40 4600 2900, Fax: +61 40 <903 2999, Email: mail@drreddy:.com

CiN: L85 1954P1584PLEC0S

wwawdrreridys.com
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Dr.Reddy’s Qi"

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

Vill. Khot, Nalagarh Road, Badidj,
Distt. Soian. H.P, 173 205, INNDIA
Tal: 451 98166 56001-02

copvy dirveddus com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

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

Hpoaykr: H6ykaun®, TabaeTkH, NOKPLITHIE MeHO4HOIi 060/104K0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / ) Batch Quantity / ~800000.0 tab /

Cepust N V2402380 O6nem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002729996 Date of Analysis / - 91.11.2024

AHaJIUTHYeCKMIi oT4eT No JaTa anaaunza

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

aTa npousBoacTBa I'ogen g0

Mfg. License No. / MA number: /

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

JHueH3us1 No

Analysis performed according ND: / AHanu3 nposegen no HJI: JIH-Ne(003654)-(PT-RU)-101123

2 |Identification /
INoaauunoCcTL

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 ynepxuBaHUs OCHOBHBIX TNHKOB Ha
XpOMAaTOrpaMMe HCIBITYEMOTO PacTBOPA JOJIKHbI
COOTBETCTBOBATh BpeMEHaM YAEp>KUBaHUS MTHKOB
Ha XpoMarorpaMMe pacTBopa CTaHAAPTHBIX
o6pasioB ubynpodeHa u napaneramosna (pasgen
«KonvuuecTBeHHOE OnpeleNeHHe»)

3 |Average tablets weight / 973.0 mg/ 973.0 Mr

Cpennsas Macca TabJ1eTOK

940.9 mg to 999.1 mg
(970.0 mg = 3.0 %) /
Or 940,9 Mr J0 999,1 MI

(970,0 mr + 3,0 %)

4 |Disintegration / 06 min 46 sec / 06 muH 46 cex

Pacnapaemocrts

Not more than 30 min /
He 6o1ee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorBercTBYeT TpeboBanusm HJI

Opinion : APPROVED
3akmouenue: OJJODBPEHO

Prepared by / Checked by /

IToarorosneno: Santosh Kumar
Maurya ( égk

A
|

ITpoBepeHo: Pawan Kumar
7

Approved by: Manager/Executive
/Onobpeno: Mene
PykoBoautenr A

Reprint Date:
Jara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hata: 21.11.2024

Registered Office: 8-2-337, Road Ne. 3, Banjara Hilis

, Hyderabad - 500024, Telangana, india

Tel: +91 40 4200 2900, Fa +81 40 180
CIN: LS51954P

waswdrred !J"/.’

€0, Email: mail@drraddys com
PLCOOAS0T
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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

wynwdrraddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 3 of 10/ Cp. 3 u3 10

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

Hpoaykr: Moykaun®, Ta6ieTKH, NOKPBITHIE IIEHOYHOI 060s104K0MH, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccns

Batch No / _ Batch Quantity / . 800000.0 tab /

Cepnsa Ne ¥ V2R0Z560 O0beMm cepiiH " 800000.0 Tab

Analytical Repoz‘t No/ - 040002729996 Date of Analysis / - 11.11.2024

AHaJHTHYeCKHHA oTdeT No Jara anaiusa

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

JlaTa npou3BoacTBa Togen 10

Mfg. License No. / MA number: /

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

JInneH3Hs Ne

A—mﬂysis performed according ND: / Anaim3 nposegen o H/I: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PactBopenne

100 % to 102%

100 % to 105%

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

He menee 70 % (Q) C3H 3O, (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CsHoNO: (nmapaueramon)
gepe3 30 MUH

Remarks : The Product conforms to ND/
IIpumedanue: JIpofyKT COOTBETCTBYET TpeOOBAHUSM HJ,

Opinion : APPROVED
3akaiouyeHue: OJICABPEHO

Prepared by / Checked by /

[ToarorosneHo: Santosh Kumar
Maurya \ Vs

—_—

IlpoBepeHo: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Mene
PykoBogutens A

ishek Cha%an

Reprint Date:
Jara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Registered Office: 8-2-337, Road iNo. 3, Banjara Hj

lls, Hyderabad - 500024, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 49 1960 2099, Emiail: mril@drreddys.com
CIN: LE5185AP1984PLCO0AR(T
wwwdrreddys.com




Dr.Reddy’s €¢

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

Vill. Khol, Nalagarh Road, Badid;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 88166 56001-02

s drieddys.Con

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 4 of 10/ Ctp. 4 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponyxr: I/IﬁyKJ]ﬂll@, Ta0JIeTKH, NOKPBITHIE IJIEHOUHOH 060/104K0M, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccyst

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne 8 Vi2ubZsch O61eM cepuH " 800000.0 Tab

Analytical Repo:‘t No/ - 040002729996 Date of Analysis / . 91.11.2024

AHaJdATHYECKHI oTYeT No JlaTa aHanuza

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

JaTta npou3BoACTBA I'ogen oo

Mfg. License No. / MA number: /

TIpou3BoACTBEHHAS - MNB/05/263 ek - JITI-Ne(003654)-(PT-RU)
Homep PY

Jaunen3ud Ne B

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

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacrBenHble npuMecu than 0.005% /
Method 1/ Merton 1 4-amuHobeHon (mpuMmech MNapaueTamona) He
bonee 0,005 %
Method 2 / Meton 2 . Any individual impurity (of ibuprofen or
0.03% paracetamol) - not more than 0.3% /
Jobas eauHu4Has npuMech (UOynpodeHa wnn
napatieramona) He 6onee 0,3 %
0.03% Total impuriti -
purities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1+ Meton
| 2) He Goxnee 0,7 %
7 |Water / Bona 1.7 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykr coorBeTcTBYET TpeboBanuAM HJI

Opinion : APPROVED
3axmiouenne: OJJOBPEHO

Prepared by /
IToarorosneno: Santosh
Maurya

'rﬁ‘ar
.
:’ ’

Checked by /
[IpoBepeno: Pawan Kumar

?

——

Approved by: Manager/Executive
/OnobpeHo: Menex ep/
PykoBoautens A

Reprint Date:
Jara: 21.11.2024

Reprint Date:
Jata: 21.11.2024

Reprint Date: \
Jara: 21.11.2024

Registered Office: 8-2-337, Road Mo. 2, Banjarc Hilis, Hyderahad - 500024, Telangana, india

Tel: +@1 40 4900 290G, Fax: +91 40 5900 20

, Email: mail@direddys.com

CIN: LS5195API9R8GPLCLOASDT

vy drreddys.com




Dr.Reddy’s “:

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IMN DA
Tol : +91 98166 56001-02

v drieddus com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 5 of 10/ CTp. 5 u3 10

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

Ipoaykr: U6yknun®, Ta6neTkn, MOKPLITHIE MJIEHOUHOH 060J1049K0ii, 400 Mr + 325 Mr
poa) ) P

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepust Ne + V2402380 O6bemM cepuH " 800000.0 Tab

Analytical Repo‘}'t No/ . 040002729996 Date of Analysis / - 91.11.2024
AHanurHdecKHi oTueT Ne JlaTa aHanuza

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

JlaTa npou3BoACTBa I'onen no

Mfg. License No. / MA number: /

IpouszBoncTBeHHAS : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)

JauneH3us No

Homep PY

Analysis performed according ND: / Ananu3 nposeaed nmo HJI: JII1-! 8(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /

OnHOPOAHOCTD
J03UPOBaHHs

- ibuprofen / ubynpoden

1.3

- paracetamol / 1.3

napaneTamMol1

Acceptance value (AV) should be not more than
15.0 /Iloka3arens npuemieMocTd (AV) fo/keH
OBITE He Oonee 15,0

Acceptance value (AV) should be not more than
15.0 / Iloka3zarens npueMaeMocTd (AV) 1oKeH
ObITh He bonee 15,0

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykt cootBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3aK0YeHne: OI){OBPEHO

Prepared by / Checked by / Approved by: M ’] nager/Executive

[Toarorosneno: Santosh Kumar | Ilposepeno: Pawan Kumar /Onobpeno: Mengmxep /

Maurya @L ¥ Pyxosoautens Abhishek Chaphan
__P \‘ R

Reprint Date: Reprint Date: Reprint Date: '

Jara: 21.11.2024 Jata: 21.11.2024 Hata: 21.11.2024

Registercd Office: 8-2-337, Road No. 3, Banjara Hills, Hvyderabad - 500034, Telangana, india




Dr.Reddy’s €¢

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, 1M DIA
Tel: +91 98166 56001-02

wyvesdrieddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 6 of 10/ CTp. 6 u3 10

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

MpoaykTt: U6ykaun®, TabaeTkH, MOKPBITHIE IEHOUHOIH 060/104K0H, 400 Mr + 325 mr

Market / Ppinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne : MELEEcY Ob6bem cepuu " 800000.0 Tab

Analytical Rep0ft No/ - 040002729996 Date of Analysis / . 91.11.2024

AHajauTH4YeCKHii oTueT No JlaTa aHaauza

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

Jara npou3sBocTBa TI'open oo

Mfg. License No. / MA number: /

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

aunuensus Ne

Analysis performed according ND: / Ananu3 nposeaen no HJI: .ﬂH-N!!(003654)-(])]"-}{1_1)-101123

9 |Microbiological purity* /
Muxpo6uoJioruyecKas
yucTrora*

a) Total aerobic microbial
count / Ob1Luee yucIo
a’pobHbIX

MHKpPOOpPIraiu3MoB

NA

b) Total combined yeasts NA
and mould count / O0uiee
YHCJI0 IPOXKIKEBBIX H
IJIECHEBBIX TPHOOB

¢) 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 1lg / OtcyrcTBHE B

Remarks : The Product conforms to ND/
ITpumeuanue: I1poaykt cooTBeTcTBYET TpeboBanmsm HJJ

Opinion : APPROVED
3akmoyenne: QIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMogrotosneno: Santosh Kumar | ITpoeepeno: Pawan Kumar /Ono6peno: Menemxep /

Maurya k:g\ Y PykoBoautens \Abhishek Chas.Plan
Reprint Date: Reprint Date: Reprint Date:

Hara: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024

Registered Office: 8-2-337, Road Mo. 2, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel. +91 40 4500 2900, Fax: +91 10 1900 2994, Ernail. mall@dreddys.cem
CIN: LE5195AP1984PLCCOARCY
wwvLdrreddys.com




Dr.Reddy’s Q‘:

Dr. Reddy's Laboratories Lid.
cormulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P, 173 205. INDiA
Tol : +$1 98166 56C01-02

vy drraddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Page 7 of 10/ Cp. 7 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HpoayxTt: M6ykaun®, Ta6neTKn, NOKPHITHIE IJIEHOYHOH 060/104K0i, 400 mMr + 325 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity /  800000.0 tab /

Cepusa Ne + V2402380 O0beM cepun © 800000.0 Tab

Analytical Report No/ - 040002729996 Date of Analysis / - 21.11.2024

AHajHTUYeCKHI oT4yeT No Hara anannsa

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

JlaTa npou3sBoACTBA I'ogen no

Mfg. License No. / MA number: /

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

Juuensus Ne o

Analysis performed according ND: / Ananns npoeegen mo H/I: JIII-Ne(003654)-(PT-RU)-101123

10

Assay / KoaudecTBenHoe
onpeaeseHue

402.1 mg/402.1 mr

328.86 mg / 328.86 Mr

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

Ot 360,0 mMr 110 440,0 mr C13HisO2 (ubynpoden) B
TabneTke

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

Ot 292,5 mr 10 357,5 mr CsHoNO» (napaueramonn)
B Tabnerke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 Tabnerox |Tabnerok B IIBX/Al 6aucrep. Ilo 1, 2 unu 20
B IIBX/Al 6auctep. [To 1 Gnuctepy |O6nMcTepoB B TMayKy KapTOHHYIO BMeCTe C
B MNayky KapTOHHYK BMECTe C |HHCTPYKLMEH 110 IIPHMEHEHHUIO.
HHCTPYKIME 110 TPUMEHEHHIO.
12 | Labeling / MapxupoBka |According to ND. / B cootBerctsun ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenne ITpu Temneparype He Bbile 25 °C.
14 | Shelf life / Cpox 5 years / 5 neT
TOTHOCTH

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

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykT cooTBeTcTBYET Tpebosanusam H/J

Opinion : APPROYED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
TToarotoeneno: Santosh Kumar | IIposepeno: Pawan Kumar /Opno6peHo: Menejuxep /

Maurya {2 \i PykoBoauTens hishek Chauh%ﬁl
Reprint Date: Reprint Date: Reprint Date: \
Hara: 21.11.2024 Hara: 21.11.2024 Jara: 21.11.2024

Registered Office: 8-2-337, Road Mo 3, Banjara Hills, Hyderabac - 500024, Talangana, india
Tel: +01 40 4600 2900, Fax; +91 10 29C3 2698, Eril: roaif@drreddys.com

CIN: L3Z195AP1S
wvend |TC(J‘[€VS.CO|’] |

PLCO0AZ0CT




Dr.Reddy’s Qi‘

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

Vill. Khol, Nalagarh Road, Badidi,
Distt. Sofan, H.P.,, 173 205, IND|A
Tel: +91 98166 56001-02

g Ay x,\ﬁlrj\‘rc FArm
MWW GITECQYS.CoMm

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 8 of 10/ Cp. 8 u3 10

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

Hponykr: U6ykaun®, TabaeTkH, NOKpLITLIE MIEHOUHOH 06010uK0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / ~ 800000.0 tab /

Cepus Ne 3 Vi2A0eas0 O6bem cepuH " 800000.0 Tab

Analytical Repourt No/ - 040002729996 Date of Analysis / . 91.11.2024

AHaMHTHYECKHIH oTUeT Ne JlaTa anaJjiuza

Date of Manufacture / - 102024 Date of Expiry / - 09/2029

JaTa npoH3BOACTBA I'onen go

Mfg. License No. / .

IIpousBoacTBenHas : MNB/05/263 RIS Dumper . JITI-Ne(003654)-(PT-RU)
Homep PY

nunenzus Ne -

Analysis performed according ND: / Anaan3 npoeen no HJI: 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.
Ipumeuanue: CchlIkM B HOPMATHBHON NOKyMeHTaLUH NpuBeaeHbl Ha ['O PO XTIV,

* TIpoBOAMTCS NPOU3BOAUTENIEM MIPH BBIIYCKE IepHOANUecku: Jns Kax ol 20-0if cepun unu He meHee 1 pasa B
roz. IlokazaTesb MOXeT ObITh He BKIIIOUYEH B CEpTUHKAT aHaTH3a QUpPMBI.

API Manufactured by & country /
Hpouzsoaurens ADC, crpaHa:

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

API name / HaumenoBanne ADC: Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
API manufacturer batch number / PIBM240157 4287/24-25
Howmep cepuu nponssoanteas ADC:
FP Manufacturer API Batch number /
Homep cepun cyOcTaHIMH NPOU3BOANTEIIA FERA00524 FERA00441
IJI®:
=

Sri Krishna Pharmaceuticals
Limited, India / Ilpu Kpuwmna
dapmackrotikanc Jlumures,

Nunus Hunus

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpebGoBanusm HJT 3axuioyenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoBneno: Santosh Kumar | IIposepeno: Pa_\:van Kumar /OnobpeHo: Menem}: p/
Maurya (K A Pykosoautens Abhishek C T,hi.b

~ =0 B e "\‘ -
Reprint Date: Reprint Date: Reprint Date: \
Hara: 21.11.2024 Hata: 21.11.2024 Hata: 21.11.2024

Registered Orfice: 8-2-337, Road Mo 2, Banjara Hills, Hyderabad - 500024, Telangana, India

Tal: 191 401900 29200, Foxe: 101 10 4006 2909, Cmiail: mail@drraddys.com

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

@
Dr‘ Reddy’s ‘.. Vill. Khol, Nalagarh Road, Baddi,
. Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 9 of 10/ Cp. 9 13 10

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

Ipoayxr: U6ykaun®, TaGneTkH, NIOKPhITHIE MLIeHOYHOMH 0060/104KO0ii, 400 Mr + 325 Mr |

Market / PoiHok :Russia / Poccus

Batch No / - V2402380 Batch Quantity / _ 800000.0 tab / /1

Cepusi Ne ) O6nem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002729996 Date of Analysis / - 21.11.2024

AHaNHTHYECKHIl oT9eT No Jarta anaansa |

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

JdaTa npou3BoacTBa T'onen 1o

Mfg. License No. / MA number: /

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

JuneHsus Ne i -

Analysis performed according ND: / Anayu3 nipoBesier mo 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) /

HaumenoBaHnue, agpec, JHUEH3HA NJIA HI-p Pennn’c Jlaboparopuc Jita., Unaus, IlpouzBoacTBeHHOE
IIpoussoacTBeHHas miomanka / Ilnomanka noapaszaenenue-6, B Kxons, Hanarapx Poyn, bamnu, J{uctpukr
KOHTPOJIsA KayecTBa / Iljlomaaka BeINycKa Comnan, X.I1., 173205, Unaus (nuuen3us 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».

3aKJI0YeHHe 0 COOTBETCTBHH: «HacToAImUM s MOATBEPXK/IAK0, YTO NMPUBEICHHAs Bbillle HHPOpPMALWs SBIAETCS
JOCTOBepHO# M TouHOM. DTa Cepus MPOAYKUMHM NPOM3BeNEeHA (BKIIOYAs yNakoBKy (MapKMpOBKY) M KOHTPOJb
KauecTBa) Ha BHIIIEYKA3aHHONM MpPOM3BOJCTBEHHONM mnnowaake (IUIOMAnKax) B MOJHOM COOTBETCTBUH C
TpeGoBanuaMH [IpaBun Haanexkaumell NPOM3BOACTBEHHON NpakTku EBpasuiickoro sxoHomuyeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsiopsi 2022) u TpeGoBaHUAMU KOHTPOJIA KaYeCTBA IEKAPCIBEHHbIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeuanue: [Ipoaykr cootsercTByeT TpeGopanusm HJJ 3axmouenne: OJJOBPEHO

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

IMogrorosneno: Santosh Kumar | [Ipoeepeno: Pawan Kumar /Onobpeno: Menemiep /

Maurya @_’ 1; PyxoBoauTens Ab!-'"x shek Chﬁuhan
r

Reprint Date: Reprint Date: Reprint Date: _

Harta: 21.11.2024 Jata: 21.11.2024 Jlata: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax. +91 40 4900 2999, Emnail: mail@diveddys com
CIN: L851954P1984PLCO0OASCT7
www.drreddys.com




Dr.Reddy’s Q;

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

vill. Khot, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDia
Tel : +921 98166 56001-02

wyw. drraddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 10 of 10 / Crp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6yknun®, TabaeTku, OKpbITHIE NNIEHOYHOMH 06010uK0ii, 400 Mr + 325 mr

JHneH3ua Ne

IIpousBoacTBeHHAA - MNB/05/263

Market / PbiHOK :Russia / Poccug

Batch No / ) Batch Quantity / . 800000.0 tab /
Cepus Ne 3 NEatsEt O6bem cepun " 800000.0 Tab
Analytical Repovrt No/ . 040002729996 Date of Analysis / . 91.11.2024
AHaXUTHYeCKHIi oTueT No JlaTa aHaJau3a

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

Jata npou3BoacTBa TI'open oo

Mfg. License No. / MA number: /

Homep PY

- JITI-Ne(003654)-(PT-RU)

Analysis performed according ND: / Ananus npOBeneH_no H: JITI-No(003654)-(PT-RU)-101123

a TakxXe B COOTBETCTBHH CO CHCI.[I/I(I)I/IKaLlIdﬂMI/I, coJcpXKallUMHUCs B PpErUCTpallMOHHOM A0CHE CTPpaHbI-UMIIOPTCPA.
3amucu 1o NpPOHU3BOACTBY, YNIAKOBKE M aHAJIU3Y NPOBEPEHBL, H YCTAHOBJICHO X COOTBCTCTBHC Tpe60BaHI/IﬂM HpaBnn

Hannemameﬁ HpOHSBOIICTBeHHOﬁ [paKTHKH EBp&?;HﬁCKOFO 3KOHOMHUYECKOI'O COKO3a».

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanue: [Tpoaykr cootBercTByeT TpeGoBanusaM HJL 3axutouenne: OTOBPEHO

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

[MoaroroneHo: Santosh Kumar | [IpoBepeno: Pawan Kumar /Ono6peno: Menejtep /

Maurya / ‘ A Pykosomutens Abljishek Chauhan
| il

Reprint Date: Reprint Date: Reprint Date: |

Hara: 21.11.2024 Hata: 21.11.2024 Hara: 21.11.2024

Registerad Office: 8-2-337, Road Mo 2, Banjaia Hilis, Hyderabad - 500024, Telangana, india
Tel: 481 40 4000 2800, Fax; +91 40 49C0 2098, Enuail: mail@drreddys com

CIN: L85 I195AP 1SS IPLCCO4ECT
wwvewy drreddys.com




