Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIHU3A

Page 1 of 10/ CTp. 113 10

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

MpoayxT: Hoyknnn®, TabeTKH, NOKPHITHIE IJIEHOUHOI 060/104K0i, 400 Mr + 325 Mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /
| Cepus Ne £ V2402273 O6bem cepun " 800000.0 Tabd

Analytical Repourt No/ - 040002727381 Date of Analysis / . 9911.2024

AnajauTHyeckHii oruet Ne JlaTa aHaJin3a

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

JlaTa mpousBojcTBa I'ogen g0

Mfg. License No. / MA number: /

IIponzBoacTBEeHHAS : MNB/05/263 ) ¢ JITI-Ne(003654)-(PT'-RU)

Howmep PY
JuneH3usa Ne

Analysis performed according ND: / Anaan3 nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

the cross-section. / TabneTku

Ha TOMEPETHOM paspese — A1po
Oenoro mBeTa.

KamcynoBuaHoH GopMbl, MOKPHITEIE
TUIEHOYHOH 000JI0UKOH OpaHXEBOro
LIBET&, C PUCKOH HA OJHOH CTOPOHE;

Ne |Test/ Ilokazatens Results/ PesynbTaTsl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |OnHcanue one-side scored tablets; white core at |scored tablets; white or off-white core at the

cross-section. / TabneTku kancynoBUAHOMI
(opMbl, TTOKPHITHIE JIEHOYHOH 0605104KOi
OpAaHKEBOTO IIBETA, C PUCKOH HA OJHOM CTOPOHE;
Ha TOTIEPEeYHOM pa3pese — SApo Oesoro uin
nouTH 6es10ro uBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHuam HJJ

Opinion : APPROVED
3akmoyenune: OAQBPEHO

Prepared by / Checked by /
[MoarotornexHo: Pravesh Rana
Maurya

[Iposepeno: Santosh Kumar

] )

Approved by: Manager/Exgcutive
/OpobpeHo: Meué xep / |\
PyKoBoauTeENb |

Reprint Date:
MHara: 22.11.2024

Reprint Date:
Hata: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4360 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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, INDIA
Tel : +91 98166 56001-02
www.direddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ C1p. 2 u3 10

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

Hpoaykt: H6ykaun®, Ta6/1eTKH, HOKPLITHIE IIEHOYHOI 060/109K0#, 400 Mr + 325 Mr

Market / Peinok :Russia / Poccust

Batch No / . Batch Quantity / . 800000.0 tab /

Cepus Ne U O0beM cepun " 800000.0 Tab

Analytical Repourt No/ . 040002727381 Date of Analysis / . 92.11.2024

AHaJIHTHYECKHI oTyeT No JiaTa aHaau3a

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

JlaTa npou3BoJcTBa I'ogen no

Mfg. License No. / MA number: /

IlpousBoacTBeHHas : MNB/05/263 ’ ;. JIII-Ne(003654)-(PI'-RU)
Howmep PY

nunen3ud Ne

Analysis performed according ND

: / Anaan3 npoBeges no H/L: JIH-NE(OO365:1}-(PT-RU)—101123

2 [Identification /
[MopauHHOCTH

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) /
BpemeHna ynep»KHBaHHs OCHOBHBIX IIMKOB Ha
XpOMaTorpaMMe HCIBITYEMOTO PaCTBOPa NOJKHEI
COOTBETCTBOBATh BpEMeHaM YIepKHUBaHUs TIUKOB
Ha XpoOMarorpaMMe pacTBOpa CTaHJAapTHHIX
06pasioB ubynpodeHa u napaueramona (pasaen
«KonuuecTBEHHOE OTIPE/IENIEHUEY)

3 |Average tablets weight / 970.7 mg / 970.7 mr

Cpenuss macca TabjeTox

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

Ot 940,9 MT o 999,1 MT
Q70,0 mr £ 3,0 %)

4 |Disintegration /
Pacnagaemoctnb

07 min 06 sec / 07 muH 06 cex

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoayKT COOTBETCTBYET TpedoBanmsaM HJI

Opinion : APPROVED

Prepared by /

Checked by /

Maurya {/

[

IToarorosneHo: Pravesh?ana [IpoBepeno: Santosh .Ii’umar /OnobpeHo: MgHenxep

4

Reprint Date:
Hata: 22.11.2024

Reprint Date:
Jara: 22.11.2024

Reprint Date:
Hata: 22.11.2024

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.
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
CEPTUOHUKAT AHAJIM3A

Page 3 0of 10/ CTp.3 u3 10

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

MponyxT: U6ykaun®, Ta6neTKH, NOKPbIThIE MIEHO4HOH 060104K0ii, 400 Mr + 325 mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab/
Cepusi Ne § V202203 O6bem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002727381 Date of Analysis / . 22112024

AHaJHTH4YeCKHIi oTueT No JlaTa anaau3a

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

JlaTa npou3BoJCTBa Topen g0

Mfg. License No. / MA number: /

IIpousBoacTBeHHast : MNB/05/263 ’ . JIII-Ne(003654)-(PI'-RU)

Homep PY
JuneH3us Ne

Analysis performed according ND: / Anann3 nposenen no H/I: JIII-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /

PacrBopenne

102% to 104%

101 % to 104%

after

after

Not less than 70% (Q) of Ci3HisO2 (ibuprofen)

30 min /

He menee 70 % (Q) Ci3H 130, (ubynpoden) uepes
30 muH
Not less than 70% (Q) of CsHoNO; (paracetamol)

30 min /

He menee 70 % (Q) CsHoNO: (mapaueramon)
yepe3 30 MUH

Remarks : The Product conforms to ND/
I pumevanue: [Ipoaykr cootBercTByeT TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneHo: Pravesh R.ana
[l Maurya (

{
P 4
>

[TpoBepeHo: Sant;i Kumar

- A

Approved by: Mangger/Execfitive

uhan

Reprint Date:
Jata: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Registered Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




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

Qe
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
CEPTU®HUKAT AHAJIU3A

Page 4 of 10/ Ctp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
MpoayxT: H6yknun®, TaGIeTKH, HOKPbITDIE NeHOYHOH 060/104K0ii, 400 mr + 325 mr

Market / PuiHOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne il O6bem cepun " 800000.0 Tab

Analytical Rep03‘t No/ - 040002727381 Date of Analysis / . 92.11.2024

AHaJUTHYECKHIi oTueT Ne JlaTa anajau3za

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

Jata npousBoacTsa Toxen g0

Mfg. License No. / MA number: /

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

JiHneH3Hus Ne -

Analysis performed according ND: / Auasus nposesen o HJL: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 1 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHBIE NIPpUMeECH than 0.005% /
Method 1/ Metoz 1 4-amuHoeHon (MpuMech TapaleTamosia) He

6onee 0,005 %

Method 2 / Metog 2 Any individual impurity (of ibuprofen or
Below BDL / Hixe nopora paracetamol) - not more than 0.3% /
PERHCRRAT Jliobast equHMYHas npuMech (MOympodeHa Wi

napaiieramona) He 6onee 0,3 %

Total impurities (Method 1+ Method 2) - not more
o than 0.7% / Cymma npumeceii (Meton 1+ Metog
0.0004% 2) 1e 6omnee 0,7 %

7 |Water / Boga 1.7% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
MNpumeyanne: [Ipoaykt cooTBeTCTBYeT TpeGoaHuam HJI 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manhger/Execytive
ITogrotorneno: Pravesh Rana [TpoeepeHo: Santosh,Kumar /Onobpeno: Menejbxep /

1 Maurya wg PykoBoaurens Abhishek Cliauhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 22.11.2024 Jara: 22.11.2024 Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjata Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €5¢

Dr. Reddy's Laboratories Ltd.
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
CEPTU®PHUKAT AHAJIM3A

Page 5 of 10/ Ctp. 5 u3 10

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

Hpoaykr: U6ykmun®, Ta6nerku, nokpbIThie NIEHO4HOH 0601049K0ii, 400 Mr + 325 mMr
| 11poay Y p

Market / Ppinok :Russia / Poccus

Batch No/ _ Batch Quantity / . 800000.0 tab /

Cepust Ne $ V2402273 O0bem cepun " 800000.0 Tab

Analytical Repourt No/ . 040002727381 Date of Analysis / . 9211.2024

AHanHTHYECKHH oTueT Ne JlaTta ananu3sa

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

JlaTa npou3BOACTBA T'ogen o

Mfg. License No. / MA number: /

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

JuneH3us Ne

Analysis performed according ND: / Anann3 nposesen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
[OgHOpOAHOCTD
JTIO3UPOBAHUA

- ibuprofen / ubynpoden

1.0

- paracetamol / 1.0

rnapaneTaMmosi

Acceptance value (AV) should be not more than
15.0 /okazatens npueMieMocTd (AV) 10JKeH
ObITh He OoJiee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazatenp mpuemaemMocTy (AV) gomxen
6bITE He Ooee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO [

Prepared by / Checked by / Approved by: Manage/Executi
[ToarotosneHo: Pravesh Rana [TpoBepeHo: Santosh Kumar /Onobpeno: Menemxep /

l Maurya (/% PykoBoautens Abhighek Cha
Reprint Date: Reprint Date: Reprint Date:
Harta: 22.11.2024 Hata: 22.11.2024 Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 43G0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 6 of 10/ CTp. 6 u3 10

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

Ipoaykr: U6ykaun®, TabaeTku, IOKPLITHIE IUIEHO4HOT 0601049K0i, 400 Mr + 325 mr
poay p

Market / PpiHok :Russia / Poccusg

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepusi Ne V2402273 O0bem cepuu " 800000.0 Tab

Analytical Report No/ - 040002727381 Date of Analysis / - 92.11.2024

AHajquTHYeCKHi oTueT Ne JlaTa aHaJm3a

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

JlaTa mpou3BoJCTBA T'onen no

Mfg. License No. / MA number: /

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

Junen3usa No

_Analysis performed according ND: / Anaans nposeaen no HJT: JITI-No(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuxpobuoJjoraueckas
yucroTa*

a) Total aerobic microbial
count / Obliee yucio
a3poOHBIX

MHKPOOPraHH3MOB

NA

b) Total combined yeasts NA
and mould count / Obizee
YHCJIO JPOMXOKEBBIX U
IJIECHEBBIX [PUOOB

¢) 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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHUsAM HJI

Opinion : APPROVED
3akimnoyeHue: OI_I:pBPEHO

Prepared by / Checked by /
IMoarotosneno: Pravesh Rana
(ﬁ Maurya

2o

Iposepeto: Santosh Kumar

Approved by: Mahager/Exdcutive

/Onobpeno: Mew
PykoBoautens

Reprint Date:
Hata: 22.11.2024

Reprint Date:
Jara: 22.11.2024

Reprint Date:
Jara: 22.11.2024

Registered Dffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com

lg / OrtcyrctBue B




Dr.Reddy’s €3¢

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
CEPTU®UKAT AHAJIU3A

Page 7 of 10/ CTp. 7 13 10

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

Iponykr: I/IﬁyKJmn®, Ta6JIeTKH, NOKPLITHIE IIJIEHOYHOMH 000J104K0id, 400 Mr + 325 mr

Market / PbiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepus Ne # V2402273 O6bem cepuu " 800000.0 Tab

Analytical Repo\f't No/ - 040002727381 Date of Analysis / . 92.11.2024

AHanuTndeckHi oTuyeT No JlaTa aHaM3a

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

JlaTa mpou3BOACTBA T'open go

Mfg. License No. / MA number: /

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

Junen3us Ne o

Analysis performed according ND: / Auanu3 nposeaen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KoninuecTBeHHOE

ornpejeseHne
397.0 mg/397.0 Mr

324.64 mg/324.64 mr

360.0 to 440.0 mg of Ci3Hi30; (ibuprofen) per
tablet /

Ot 360,0 mMr go 440,0 mr C13H30: (ubynpoden) B
TabneTke

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

Ot 292,5 Mr g0 357,5 mr CgHyNO, (napaneramon)
B TabyeTke

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. / TTo 10 Tabnerok |Tabnerok B [IBX/Al 6nucrep. Ilo 1, 2 unu 20
B [IBX/Al Giuctep. [To 1 6auctepy |6mMctepoB B nHauky KapTOHHYIO BMECTE C
B Mayky KAPTOHHYIO BMECTE€ C |HHCTpyKLMeH [10 NPHMEHEHHIO.
UHCTPYKUHEH M0 MPHMEHEHHIO.
12 | Labeling / Mapkuposka |According to ND. /B cootreTcTRIM ¢ H/L.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe ITpu Temneparype He Bbiwe 25 °C.
14 | Shelf life / Cpox 5 years/ 5 net
TOXHOCTH

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

Remarks : The Product conforms to ND/
Ilpumeyanue: [Ipoaykt cooTBercTByeT TpebopanusaM HJJ

Opinion : APPROVED
3akmouenne: OAQBPEHO |

Prepared by / Checked by /
IMoarorosneno: Pravesh Rana

!

Maurya

[MporepeHno: Santosh Kumar

Approved by: Maglager/Exegutive
/Omo6pero: Mengmxep /

PykoBoauTens ishek™

(bhis han

Reprint Date;
Hara; 22.11.2024

R.eprint Date:
Harta: 22.11.2024

Reprint Date:
JlaTa: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4360 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q?‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 8 of 10 / CTp. 8 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
|Mpoxyxr: M6yknun®, TabneTKH, NOKPLIThIE IIIEHOYHOM 060104K0#, 400 Mr + 325 Mr

Market / PbiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne $ V2402273 O0Bem cepun " 800000.0 Tab

Analytical Repo‘}'t No/ . 040002727381 Date of Analysis / . 22.11.2024

AHajguTHYecKHH oTdeT Ne JaTa apain3a

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

JaTa npou3BoACTBA TI'ogen 1o

Mfg. License No. / MA number: /

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

Junensus Ne

Analysis perforn_led according ND: / Anasms nposegen mo HJL: JITI-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: CChIIKM B HOPMATHBHOMH JOKYyMEHTAlMK puBeeHbl Ha '@ PO XIV.

* [IpoBOAMTCS IPOM3BOLHUTENEM IIPH BBIMYCKE MEPHOANYECKHU: U1 Kaxo# 20-0fi cepuu uid He MeHee 1 pasa B
rox. ITokasaTens MoxeT ObITh He BKJIIOYEH B cepTUdhUKAT aHATN3a QUPMBIL.

API name / HaumeHoBanue A@C: Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapanetramon
API manufacturer batch number / PIBM240160 0541/24-25

Homep cepuu npomseoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIMH NPOH3BOAHTEISA FERA00525 FERA00530

J1d:

API Manufactured by & country/
IlpouzBogutens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkxTHB
®apma Caitencus Jinmuresn,
Nuous

Sri Krishna Pharmaceuticals
Limited, India / Illpu Kpunina
®apmackroTtukanc Jlumuren,
Wunus

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr cootBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3akmouenne: OJJTOBEEHO /

Prepared by /
IMoarorosneno: Pravesh ana

Pl
i

Checked by /
[TposepeHo: Santosh Kumar

Maurya

D

Approved by: Mana
/Opo6peno: Menemkep /
Pykosomurtens Alghishek Clyauhan

er/Executyie

Reprint Date:
Hata: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
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
CEPTU®UKAT AHAJIM3A

Page 9 of 10/ CTp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Uoykauu®, TabeTKH, TOKPLIThIE MJIeHOYHO 060/109K0il, 400 Mr + 325 Mr
Market / Peinok :Russia / Poccus
Batch No / , Batch Quantity / ~800000.0 tab/
Cepust Ne $ V2402273 Oobem cepun " 800000.0 Tab
Analytical Report No/ - 040002727381 Date of Analysis / . 99.11.2024
| AHaHTHYeCcKHi oTyeT Ne JaTa apainza
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JlaTa poH3BOACTBA T'onen no
Mfg. License No. / MA number: /
[Ipon3BoacTBEHHASA : MNB/05/263 ) . JITI-Ne(003654)~-(PT'-RU)
Homep PY
Junen3ns Ne
Analysis performed according ND: / Ananu3 nposegen 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) /

HaunmMeHoBaHue, agpec, JUUEH3HS AJIS J-p Pennu’c Jla6oparopuc JIta., Maaus, IIponssoacteentoe
IponzeoacTBeHHan omagka / Ilnomaaxa noznpazaenenue-6, Bunn. Kxons, Hanarapx Poya, banau, Jluctpukr
KOHTPOJIA KayecTBa / Iljomanka Beimycka Conan, X.I1., 173205, Uuaus (muuensus nomep 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/II0YeHHe O COOTBETCTBHM: «HACTOALMM 3 HOATBEPKUALO, YTO MPUBEIESHHAS BhiLIIE UHPOPMALMA HBIACICH
JOCTOBEPHOM W TOYHOW. DTa cepust MPOAYKLMH NMpPOU3BENeHa (BKIOYAs yNaKOBKY (MapKMpOBKY) W KOHTPOJ
KayecTBa) Ha BHINIEYKA3aHHOM MPOM3BOJACTBEHHON TUIomaake (IUIOLAAKaX) B IOJHOM COOTBETCTBMH C
TpeGopanuaMy [IpaBun Hamnexaleil OpOU3BOACTBEHHON NpakTHKH EBpasuiickoro sxoHomuyeckoro cotosa (N
GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) u TpeOoBaHUAMU KOHTPOJIS KauyeCTBa JIEKAPCTBEHHBIX CPEACTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: [Ipoaykt coorsercTByet Tpeboanusm HJI 3akmoyenne: OTOBPEHO /

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

[Togrotosaexo: Pravesh Rana [Tpoeepeno: Santosh Kumar /Ono6peno: Menemxep// !
Maurya @L Pykoogurens Abhishek C n-

Reprint Date: Reprint Date: Reprint Date:

Jara: 22.11.2024 Jara: 22.11.2024 Jara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Tefangana, india
Tel: +91 40 4900 2900, Fax: +91 40 43900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04S07
www.drreddys.com




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

@e
) =) : ;
Dr. Reddy s ‘.. V|_I|. Khol,‘ Nalagarh Road, Baddi,
D Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 10 of 10/ CTp. 10 u3 10

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

Hponykr: H6ykaun®, Tab6eTKH, NOKPHITHIE IUIeHOYHOlT 060510UK0ii, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne 6 VBUE2iS O0beM cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002727381 Date of Analysis / . 99.11.2024
AHaJHTHYEeCKHI oTueT Ne Jarta aHasmza

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

JlaTa mpousBoJcTBa I'ogen a0 .
Mfg. License No. / MA number: /

IIpon3BoacTBeHHAas : MNB/05/263 ) : JITI-Ne(003654)-(PT'-RU)

Homep PY

_Jaunen3us Ne ——

Analysis performed according ND: / Anauan3 nposesaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

a Tax)Xe B COOTBETCTBMH CO ClELMPUKALUAMH, COAEPKAUMMUCA B PETMCTPALTMOHHOM JIOCBE CTPaHbI-UMIOpTepa.
3anucu 110 POM3BOICTBY, YITAKOBKE M aHAIU3Y MPOBEPEHBI, U YCTAHOBJIEHO UX COOTBETCTBUE TpeboBaHuaM [Tpasui
HaJiexallei Mporu3BoCTBEHHOM NpaKTUKU EBpasUiicKOro 3KOHOMHUYECKOTO COM03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Tpoaykt coorBeTcTBYeT TpeGoBanusM HJJ 3axnwouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Execufive
[Toarotrosneno: Pravesh Rana [TpoeepeHo: Santosh Kumar /Ono6peno: Menemkgp /

P Maurya Pykosoautens Abhjshek Clfauhan
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