Dr.Reddy’s Qf:‘

Dr. Reddy’s Laboratories Ltd.
Formuiation Unit-6

Vifl. 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 AHAJIM3A

Page 1 0of 10 / Cp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: H6ykann®, Ta61eTKU, MOKPLITHIE ILIEHOYHOH 060104K0i, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust No i V2401351 O6bem cepun " 800000.0 Tab

Analytical RepoE't No/ - 040002597141 Date of Analysis / . 27.07.2024

AHanATHYeCKHH oTyeT Ne JlaTa anajansa

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

JaTa npou3BOACTBA T'open go

Mfg. License No. / MA number: /

TIpousBoaCTBeHHAs - MNB/05/263 e . JITI-Ne(003654)-(PT-RU)
Homep PY

JHIeH3uss Ne

Analysis performed according ND: / Anasin3 nposeaen no HJI: JIII-Ne(003654)-(PT-RU)-101123

No [Test/ ITokazarean

Results/ PeayabTaTsl

Specification / Hopma

Appearance /
Onucanune

Orange film-coated, capsule-shaped, one-side
scored tablets; white core at the cross-section.
/  Tabnerkn  KamcynoBHaHOH  ¢dopMbl,
TIOKPBITBIE IIEHOYHOM o6oioukoit
OpaH)XCBOTO 1[BETA, C PUCKOH Ha OOHOM
CTOpOHE; Ha NONEpedHOM paspese — SOpo
6enoro npera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku kancynoBUaHOM
($bOpMBI, MOKPBITHIE NMIEHOYHOH 060104KON
OpaHKEeBOro LIBETa, C pUCKOH Ha OJHOI CTOPOHE;
Ha MOTEPEeYHOM pazpese — aaApo 6enoro unu
noyTH 6enoro LBeTa.

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoayxr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[ToaroToBneHo: Santosh-Kumar | [Iposepeno: Pawan Kumar /Opo6peno: Menemkep / \ J
Maurya ( : P Pykoronutens Manoj Kumar !

— f =1
Reprint Date: Reprint Date: Reprint Date:
Hara: 27.07.2024 JHata: 27.07.2024 Jara: 27.07.2024

Registered Cffice: 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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q¢

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
CEPTUOHUKAT AHAJIM3A

Page 2 of 10/ Crp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: M6ykaun®, Ta61eTKH, NOKPLITHIE IeHOYHOI 06010uK0i, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus

Batch No / _ Batch Quantity / ~800000.0 tab /

Cepust Ne e O6bem cepuu " 800000.0 Tab

Analytical Repo:‘t No/ . 040002597141 Date of Analysis / . 97.07.2024

AHaJTATHYECKHIT oT4eT No JlaTa aHau3a

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

JlaTa rMpou3BOACTBA T'onen oo

Mfg. License No. / MA number: /

IIpou3BoACTBeHHASs - MNB/05/263 ek . JITI-Ne(003654)-(PT-RU)
Homep PY

JimneH3us Ne

Analysis performed according ND: / Anaiu3 nposenen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification /
INoanuHHOCTH

Complies as prescribed/
CoOOTBETCTBYET

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 yzaepkHBaHHsS OCHOBHBIX TIMKOB Ha
XpOMAaTorpaMme HCIBITYEMOI0 PaCTBOPA AOJDKHEI
COOTBETCTBOBATH BpeMEHaM YAEp)KUBaHHA MMUKOB
Ha XpOMaTOrpaMMe pacTBOpa CTaHIAPTHBIX
obpasios ubynpoderna 1 napaneramona (pasaen
«KonnuecTBeHHOE ONpeIEIeHUEN)

3 |Average tablets weight /

Cpeanss macca TabJIeTOK

970.2 mg / 970.2 mr

940.9 mg to 999.1
(970.0 mg + 3.0 %) /
Or 940,9 MT
(970,0 mr + 3,0 %)

mg

999,1 MT

A0

4 |Disintegration /
PacnagaemocTs

10 min 33 sec / 10 MuH 33 cekx

Remarks : The Product conforms to ND/
I pumeyanne: [Ipogykr cooTBeTcTBYET TpedosanusiM HJI

Not more than 30 min /
He 6onee 30 MuH

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by /

Maurya {

ITogrotosieHo: Santosh ﬁnar
f

Checked by /
ITpoBepeHo: Pawan Kumar

Approved by: Manager/Executive

/Ono6peHo: Menemxep / @ (
Pykosoautesis Manoj Kumar "/’:LL/

Reprint Date:
Jlara: 27.07.2024

Reprint Date:
JHara: 27.07.2024

Reprint Date:
Hara: 27.07.2024

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

www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Page 3 of 10/ Crp. 3 u3 10

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

HpoayxT: H6ykaun®, Tab/ieTKH, IOKPLITHIE IUIEHOYHOH 060/104K0ii, 400 mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No/ ) Batch Quantity / _ 800000.0 tab /
| Cepust Ne s O0bem cepun " 800000.0 Tab

Analytical Report No/ . 040002597141 Date of Analysis / . 27.07.2024

AHaNATHYECKHH oTYeT No Jara ananusa

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

JaTa 11poH3BOACTBA T'open mo

Mfg. License No. / MA number: /

IIpousBoaCTBEHHAs! - MNB/05/263 e . JITI-Ne(003654)-(PT-RU)

Homep PY
JIHIeH3us Ne

Analysis performed according ND: / Anasiu3s nposeaes no HJL: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacrBopenne
96 % to 99%

100 % to 106%

Not less than 70% (Q) of Ci3Hi3sO2 (ibuprofen)
after 30 min/

He menee 70 % (Q) CisHisO2 (bynpoden) yepes
30 muH

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

He menee 70 % (Q) CsHoNO; (mapaueramon)
yepe3 30 MuH

Remarks : The Product conforms to ND/
IMpumeyanue: [Tpoaykr coorBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

[ToarorosneHo: Santosh Kumar
Maurya @

=

A

[TporepeHo: Pa\ljvan Kumar

Approved by: Manager/Executive
/Opno6peHo: Menemxep / : (
PyxoBoautens Manoj Kumar b ‘léé_‘l‘-_

Reprint Date:
Jara: 27.07.2024

Reprint Date:
Jarta: 27.07.2024

Reprint Date:
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 4300 2999, Email: maii@drredays.com
CIN: L85195AP1584PLCO04SDT
www.direddys.com




Dr.Reddy’s “:

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
CEPTUOUKAT AHAJIU3A

Page 4 of 10 / Cp. 4 u3 10

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

IIpoayXr: H6ykann®, TabaeTKH, TOKPBITHIE IVIEHOYHOH 000104K0ii, 400 Mr + 325 Mr

Market/ PoiHok :Russia / Poccus

Batch No / ) Batch Quantity / ~ 800000.0 tab /

Cepust Ne WY2101851 O6beM cepHHu " 800000.0 Tab

Analytical Repourt No/ - 040002597141 Date of Analysis / . 27.07.2024

AHanATHYecKHIi oT4yeT No JaTa anaansa

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

JarTa npou3BoaCTBa I'open oo

Mfg. License No. / MA ber: /

TIpou3BoACTBeHHAs! : MNB/05/263 e . JITI-Ne(003654)-(PT-RU)
Homep PY

JuneH3ud Ne

Analysis performed according ND: / Anasnn3 nposeaen mo HJL: JITI-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001%
PoncreenHble npuMecH
Method 1/ Meton 1

4-aminophenol (paracetamol impurity) - not more
than 0.005% /

4-amuHoteHon (MpUMeECh MapaneraMmolia) He
oonee 0,005 %

Method 2 / Merog 2 ) Any individual impurity (of ibuprofen or
0.03% paracetamol) - not more than 0.3% /
Jlrobass equnuuHas npuMmech (MOynpodena unm
napauetamona) He 6onee 0,3 %
0.03% Total impurities (Method 1+ Method 2) - not more
e than 0.7% / Cymma npumeceii (Meron 1 + Meton
2) ne 6onee 0,7 %
9 (Water / Boaa 1.7 % Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoayxT coorBeTcTBYET TpeboBanusaM HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[Toarorornexo: Santoshc%flar IIposepeHo: Pawgm Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep / V
PykoBoaurens Manoj Kumar xﬂ;}fﬁ,

Maurya Y, X
Reprint Date: Reprint Date:  / I Reprint Date:
Hata: 27.07.2024 Hara: 27.07.2024 Hara: 27.07.2024

Registered Cffice: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507

www.direddys.com




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
CEPTUO®HUKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

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

Mpoayxr: U6ykaun®, Ta6eTKH, NOKPBITHIE ICHOYHOI 060/104K0i, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No  V2s0I851 Ob6beM cepuu " 800000.0 Tab

Analytical Repovrt No/ - 040002597141 Date of Analysis / . 27.07.2024

AunanuTudeckuii orger Ne Jara aHa/u3a

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

JlaTa npoM3BOACTBA T'open no

Mfg. License No. / MA number: /

Ilpou3BoACTBeHHAA : MNB/05/263 : : JIII-Ne(003654)-(PT-RU)
Homep PY

JuueH3ua Ne

Analysis performed according ND: / Anasiu3 nposened no HJI: JITI-Ne(003654)-(PI'-RU)-101123

10 |Uniformity of dosage
units /
OOHOPOAHOCTD
JIO3UPOBAHUS

- ibuprofen / nbynpoden

2.9

- paracetamol / 1.4

rnapaueramol

Acceptance value (AV) should be not more than
15.0 / Iokazarens npueMneMocT (A'V) 10KeH
O5ITE He OoJee 15,0

Acceptance value (AV) should be not more than
15.0 / ITokasarens npuemneMocTH (AV) J0JDKeH
ObBITH He Donee 15,0

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3aknwuenue: OJJOBPEHO

Prepared by / Checked by /

IMToaroToeneHo: Santosh Kumar

Maurya ( @ .
gl

ITposepeno: Pawan Kumar

0

Approved by: Manager/Executive
/OnobpeHo: Menemxep /

A J
PykoBoautens Manoj Kumar ‘M

Reprint Date:
Hata: 27.07.2024

Reprint Date:
JHara: 27.07.2024

Reprint Date:
Hata: 27.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mait@drreddys.com
CIN: L85195AP1984PLCD0450D7
www.drreddys.com




Dr.Reddy’s ":

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

Vill. Khol, Nalagarh Road, Baddjj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +61 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 6 of 10 / Cp. 6 u3 10

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

Ipoaykr: U6ykaun®, TabaeTkH, NOKPbITbIe NIeHO4HOiT 060/104K0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No/ . Batch Quantity / ~ 800000.0 tab /

Cepusi Ne 4 ol O6beM cepHH " 800000.0 Tab

Analytical Repourt No/ - 040002597141 Date of Analysis / . 97.07.2024

AHanAaTnyeckHii oTyeT No JlaTa aHanam3a

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

JlaTa nMpou3BOACTBA TI'ogen no

Mfg. License No. / MA number: /

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

JHIen3ns Ne

Analysis performed according ND: / Ananu3s nposenen no H/I: JITI-Ne(003654)-(PI'-RU)-101123

11 |Microbiological purity* /
Mukpo0uosorudeckas
yHcToTa*

a) Total aerobic microbial
count / Obuiee 9ucio
a’pobHBIX

MHKpOOPraHu3MoOB

NA

b) Total combined yeasts
and mould count / O6uiee
YUCIIO IPOXIKEBBIX U
TJIECHEBBIX IpubOB

NA

¢) E. coli NA

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

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

Shall be absent in lg / OtcyrctBue B

1r

Remarks : The Product conforms to ND/
IMpumevanne: [TponyxT cooTBeTcTBYET TpeboBanusaM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosieno: Santosh Kumar | [IpoBepeno: Pawan Kumar /Ono6peno: Menemxep / w
Maurya ‘;' /S) PykoBoauTens Manoj Kumar'

Reprint Date: Reprint Date: F Reprint Date:

Hara: 27.07.2024 Hata: 27.07.2024 Hata: 27.07.2024

Pegistered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderahad -

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1584PLLC0O04507
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 AHAJIU3A

Page 7 of 10 / Cp. 7 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Hoykaun”, TabJaerk, HOKPhIThIE IIeH0Hoi 060/104Koii, 400 Mr + 325 mMr

| Market / Poinok :Russia / Poccust
Batch No / . Batch Quantity / - 800000.0 tab /
Cepust Ne $ V201351 O0neM cepun " 800000.0 Tab
Analytical Report No/ . 040002597141 Date of Analysis / . 97.07.2024
AHajnuTHYecKuii oTyeT Ne JlaTa aHaau3za
Date of Manufacture / - 06/2024 Date of Expiry / . 05/2029
JaTa npou3BoAcTBA T'open o
Mfg. License No. / MA number: /
IpouszBoacTBeHHASA : MNB/05/263 ’ : JITI-Ne(003654)-(PI'-RU)

Homep PY

aunen3ust No

Analysis performed according ND

: / Ananus nposenen no HJ(: JITI-Ne(003654)-(PT'-RU)-101123

12 |Assay / KosinuecTBeHHOC

omnpeaeNeHne

394.4 mg/394.4 mr

327.44 mg/327.44 mr

360.0 to 440.0 mg of C;3HisO2 (ibuprofen) per
tablet /

Ot 360,0 mr mo 440,0 mr C3H 30, (ubympoden) B
TabneTke

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

Ot 292,5 mr 1o 357,5 mr CgHoNO; (napaueramon)
B TabyeTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. /1o 10 TabneTok
B [IBX/Al 6nuctep. [lo 1 6aucrepy
B IaykKy KapTOHHYIO BMECTE C
HHCTPYKIIHEH M0 MPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnetox B IIBX/Al 6mucrep. Ilo 1, 2 unu 20
OMMCTEpOB B MauKy KapTOHHYIO BMeECTe ¢C
HHCTPYKUMeH Mo NpHMEeHEHHIO.

14 | Labeling / Mapkuposka | According to ND. /B cootBetcTeun ¢ HJ.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu Temneparype He Bolwe 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
FOXHOCTH

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam H/L

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[Toarotosneno: Santosh Kumar | [Ipoeepeno: Pawan Kumar /OnobpeHo: Menemxep / \m &L [
Maurya ( A ! j: Pykosoautens Manoj Kumar "4
Reprint Date: Reprint Date: I Reprint Date:

Hara: 27.07.2024 Jarta: 27.07.2024 Hara: 27.07.2024

Registered Cffice: 8-2-337, Road No. 3, Earjara Hills,

Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys.com




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

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 8 of 10/ Cp. 8 u3 10

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

IponyxT: H6ykaun®, Ta6/1eTKH, NOKPBITHIE MJIEHOYHOIi 06010UK0i, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne & V2201501 O6Bem cepuu " 800000.0 Tab

Analytical Repog‘t No/ . 040002597141 Date of Analysis / . 97.07.2024

AHanuTHYeCKHii oTyeT Ne JlaTa ananuza

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

Jara npousBoacTaa Fonen no

Mfg. License No. / MA number: /

IIpowusBoacTBeHHast : MNB/05/263 ’ : JII-Ne(003654)-(PI'-RU)
Homep PY

JuneHsns Ne

Analysis performed according ND: / Anasin3 nposesien mo HJI: JITI-Ne(003654)-(PT-RU)-101123

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

* 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.

Hpumeyariue: Ccblikd B HOPMATHBHOM JOKYMEHTALWU NpuBeacHsl Ha [ O PO X1V,

* [IpOBOIUTCS IPOM3BOMTENEM TIPH BEINLYCKE IICPHOANYECKHI: AN KaxI0# 20-o0if cepum unu He mMenee 1 pasa B rop. [Toxasarens MoxeT GbITh He
BKJIIOYCH B CepTH(UKAT aHanu3a Gupmsl.

API name / HaumenoBanne ADC: Ibuprofen / bynpoden Paracetamol / [lapanetamon
INN / MHH: Ibuprofen / M6ynpodeH Paracetamol / [lapanieTamost
API manufacturer batch number / PIBM240041 1411/23-24

Homep cepuu npousBoaurens ADC:

FP Manufacturer API Batch number /

Homep cepun cy0cTaHIMH IPOH3BOAHTENSA FERA00229 FERA00273
LJId:
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [poaykt cooTseTcTBYET TpeGoBanuaM HJI 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Santosh Kymar | [Ipoepeno: Pawan Kumar /OpobpeHo: Menemxep / W
Maurya %J PykoeoauTens Manoj Kumar NLs et
-
Reprint Date: Reprint Date: Reprint Date:
Hara: 27.07.2024 Hara: 27.07.2024 Hara: 27.07.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0OO4507
www.drreddys.com




Dr.Reddy’s ‘:“

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

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

Page 9 of 10/ CTp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ilponyxr: U6ykaun®, Ta61eTKH, NOKPBITHIE ILJIEHOYHOM 060/10%K0ii, 400 mr + 325 mr
| Market / PeiHOK :Russia / Poccus |
Batch No / ) Batch Quantity / ~ 800000.0 tab /
Cepust Ne Vol O6bem cepuu " 800000.0 Tab
Analytical Repo:‘t No / . 040002597141 Date of Analysis / . 27.07.2024
AHandrHdyecknii oruer Ne JlaTa aHaaM3a
Date of Manufacture / . 06/2024 Date of Expiry / - 05/2029
JlaTa Ipou3BOACTBA I'ogen o
Mfg, License No. / MA number: /
ITpousBogcTBeHHAs : MNB/05/263 n ’ 1 JIII-Ne(003654)-(PT-RU)
Homep PY
JHneH3us Ne
Analysis performed according ND: / Anasiu3 nposefen no HJI: JIII-Ne(003654)-(PT-RU)-101123

API Manufactured by & country /
Hpouseoaurtens APC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caiiencus Jlumuren,
HUupus

Sri Krishna Pharmaceuticals Limited,
India / lIpu Kpuiiina
®dapmacsroTuxanc Jlumuren, Manus

Name, address, authorization No for

site /
HaumeHoBanue, aapec, JMOEH3Us 1JIs

manufacturing site / Control site / Release

IIpousBoacTBeHHas naomaaka / Ilnomanxa
KOHTpOJIA KayecTBa / Ilomaaxa BeINycKa

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

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /
II-p Pennw’c Jlabopatopuc Jlta., Heaus, IIpousBoacTeenHoe
noapasneiedue-6, Bumn. Kxonb, Hanarapx Poyn, bamau, J{uctpukr
Conan, X.I1., 173205, Uuaus (muuensust 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».

Remarks : The Product conforms to ND/
ITpumeyanue: IIpoayKT COOTBETCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
IMogroroeneno: Santosh Kumar | ITposepeno: Pawan Kumar /Ono6peHo: Menemxep / .‘ ) /
Maurya o % PykoBoautens Manoj Kumar e
Reprint Date: Reprint Date: Reprint Date:

Hara: 27.07.2024 Hata: 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 29Q0, Fax: +91 40 4300 2999, Email: maii@drreadys.com

CIN: L85195AP1584PLCO04507
www.drreddys.com




Dr. Reddy’s Laboratories Ltd.

@ Formulaticn 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
CEPTUOUKAT AHAJIM3A

Page 10 of 10/ CTp. 10 u3 10

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

TlponykKr: I/IﬁyKnnH®, Ta6J1IeTKH, MOKPBIThIE ILIEHOYHOH 060J1049K0ii, 400 Mr + 325 mr

Market / Prinox :Russia / Poccust

Batch No / ) Batch Quantity / _ 800000.0 tab/

Cepusn No a P20 O0beM cepuH " 800000.0 Tab

Analytical Repovrt No/ - 040002597141 Date of Analysis / . 27.07.2024

AHajuTH4yecknii oruer Ne JlaTa anaau3za

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

JlaTa NpoH3BOACTBA I'open o

Mfg. License No. / MA number: /

IIpou3BoacTBEHHAS : MNB/05/263 : : JIII-Ne(003654)-(PT"-RU)
Howmep PY

JuneH3nss Ne

Analysis performed according ND: / Anann3 nposenes no HJI: JIII-Ne(003654)-(PT-RU)-101123

3aki04eHHe 0 cOOTBeTcTBHM: «HacToAmuM 5 NOATBEPXKAA0, YTO MPUBEICHHAS BbIlIE HHPOPMAUS SBISETCS
JOCTOBEPHON ¥ TOYHOM. DTa cepusi MPOAYKUMH Npou3BeieHa (BKIIOYAs YNAKOBKY (MapKUpOBKY) ¥ KOHTPOIb
KAuecTBa) Ha BHILIEYKAa3aHHOW [IPOM3BOJACTBEHHOH TMowagke (IJIOMAAKaX) B MOJHOM COOTBETCTBHM C
TpeGosanuamu TIpaBui Haaexalei NpOM3BOACTBEHHON NpakTHki EBpasuiickoro skoHomuueckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeOOBaHUAMU KOHTPOJIS KAUeCTBa JICKAPCTBEHHBIX CPENCTB,
a TaKKe B COOTBETCTBUM CO cHeUPUKAMIMH, COAEPKALUMHICA B PETHCTPAIIMOHHOM JIOChE CTPaHbI-UMIIOpTEpa.
3amucH Mo NPOU3BO/ICTBY, YIIAKOBKE M aHAIIN3Y IPOBEPEHBI, H YCTAHOBJIEHO UX COOTBETCTBHE TpeboBaHusM [IpaBii
HaJIeXKallei POU3BOACTBEHHON NPaKTHKKU EBPasHHCKOro 3KOHOMUYECKOTO COI03a».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [poxykr cootBetcTBYeT Tpedorannsm HJT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive

[Noarorosneno: Santosh Kumar | IIpoBepeno: Pawan Kumar /Ono6peno: Menemxep / @, /
Maurya Kﬁ 4_ PykoBoautens Manoj Kumar ' it

Reprint Date: Reprint Date: Reprint Date:
Hara: 27.07.2024 Hata: 27.07.2024 Jara: 27.07.2024

Registered Office: 8-2-837, Road No. 3, Banjara Rills, Hyderabad - 500034, Telangana, India
Tel; +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO04507
www.direddys.com



