Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P.,, 173 235, INDIA
Tel : 491 98166 5G001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 0f 10/ Ctp. 1 u3 10

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

Ipoaykr: M6ykaun®, Ta6/ieTKH, NOKPLIThIE IIEHOUHO# 060.104K0ii, 400 mr + 325 Mr

Market / PBIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No & W2HPoD Odbem cepuu " 800000.0 Tab

Analytical Repourt No/ - 040002737275 Date of Analysis / . 98.11.2024

AHanuTudeckuii oryet No JlaTa anajim3a

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

JaTa mpoM3BOACTBA T'ogen g0

Mfg. License No. / MA number: /

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

Junensus Ne -

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

No [Test/ Ilokazareib

Results/ PeayabTaTst

Specification / Hopma

Appearance /
1  [Onmucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / TabneTku
KarcyJIoBUIHOHN GOpMBI, TOKPBITEIE
TJIeHOYHOH 0000UYKOH OpaHXXeBOro
[[BETa, C PUCKOH H& OJHOH CTOPOHE;
Ha MOMepevYHOM paspese — Aapo
OeJoro LBeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTkn KancynoBUIHON
(hopMbl, MOKPBITHIE NIEHOUHOH 000104KO#
OpaHXXeBOTO LIBETA, C PHCKOH Ha OJHOH CTOPOHE;
Ha NoMepeYHoM pazpese — AApo Henoro unu
nouTH 6eoro UBeTa.

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykrt cootBercTByeT TpeboBanuam H/T

Opinion : APPROVED
3axmouenue: ONJOBPEHO

Prepared by /

Checked by /

IToarorosneno: Pardeep Kumar | IIposepeno: Pawan Kumar

Approved by: Manager/Executive
/OnobpeHo: Menemxep /
Pyxopoautens , Amit, Kumar

j Vo

Reprint Date:
Hara: 28.11.2024

Reprint Date:
JaTa: 28.11.2024

Reprint Date: '

Hara: 28.11.2024

Registered Cifice: 8-2-337, Road No. 2, Benijara Rills, Hyderabad - 5C0034, Telangana, India

Tel +91 40 4900 2900, Fax: +91 40 4500 2959, Ernail: maiiddireddvs.com
CIN: L85185AP1284PLCONA507

www.drreddys.com




Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Badd;j,
Distt. Solan, H.P., 173 205, iNDIA
Tel:+91 98166 55001-02

www drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: M6ykaun®, Ta6eTku, OKpbITBIE IUIEHOYHOIT 060.104K0i, 400 mr + 325 mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / . 800000.0 tab /

Cepusi Ne ¥ V2402458 O6nem cepuu " 800000.0 Tab

Analytical Repo‘}'t No/ - 040002737275 Date of Analysis / . 98112024

A"aauTHyecknii oTuet Ne JlaTa ananm3a

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

JlaTa mpon3BoJCTBA T'onen o

Mfg. License No. / MA number: /

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

Junen3ns Ne -

Analysis performed according ND: / AHaJiM3 IPOBEJEH 110 HJI: JII-Ne(003654)-(PT-RU)-101123

2 |Identification /
IMognruHHOCTH

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) /
BpeMeHa ynepxuBaHMsS OCHOBHBIX IIMKOB Ha
XpOMaTOrpaMMe HCIBITYEMOTO pacTBOPa AOJKHBI
COOTBETCTBOBATH BpEMEHAM YJep)XKHBaHNs NHKOB
Ha XpoMmarorpaMMe pacTBopa CTaHAAPTHBIX
obpasioB ubynpodeHa U napaneramona (pasgen
«KonuvectseHHOE ONPECNEHUEN)

3 |Average tablets weight /
Cpeansisi Macca TabJjeTok

974.8 mg/ 974.8 mr

940.9 mg to 999.1 mg
(970.0 mg + 3.0 %) /
Or 940,9 ML Jifo) 9991 MT

(970,0 mr = 3,0 %)

4 |Disintegration /
PacnagaeMocThb

06 min 05 sec/ 06 muH 05 cex

Not more than 30 mun /
He 6onee 30 MuH

Remarks : The Product conforms

to ND/

Ipumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3aknwuenue: OJIOBPEHO

Prepared by /
[Moaroropneno: Pardeep Kumar

n

[

Of—

Checked by /
[Iporepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menenxep /
PykoBoautens Amit Kumar

\,—/ = L’d;-

Reprint Date:
Hara: 28.11.2024

-
Reprint Date:

Hata: 28.11.2024

Reprint Date: {
Hara: 28.11.2024

Pegistered Cifice:

Tel: +61 4

3-2-3
3450

37, Road No. 2, 8anjara Hills, Hyaerabad -
G Z5C00, Fax: +91 40 4500 2999, Ernail: maiiddrreddys.zain

500034, Telangana, India

CIN: LBSI95AP1S84PLCODA507

wivwvdrreddyz.com




Dr.Reddy’s €3¢

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

Vili. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, iNGIA
Tel : +91 98166 56001-02
waww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Page 3 of 10/ C1p. 3 u3 10

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

Mpoayxr: M6ykann®, TabaeTkn, NOKPLITHIE NUIEHOYHOIT 060,104K0i, 400 Mr + 325 Mr

Market / PbiHoK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /

Cepust Ne + V2402458 O0nem cepun " 800000.0 Tab

Analytical Repovrt No/ - 040002737275 Date of Analysis / - 9811.2024
AnanmuTuuecknii oruer Ne JlaTa aHau3a

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

JlaTta mpou3BoacTBa Togen no

Mfg. License No. / MA number: /

IIpouzBoacTBeHHas! : MNB/05/263 Howmep PY : JIH-Ne(003654)-(PT'-RU)

JIMHeH3HA Ne

ATlalysis performed according ND: / Auanu3 nposeaex no HJI: JIII-Ne(003654)-(PT-RU)-101123

S |Dissolution /

PacrBopenne
98 % to 105%

98 % to 106%

Not less than 70% (Q) of Ci13H1302 (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3HisO, (ubynpoden) uepes
30 muH

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

He menee 70 % (Q) CzHoNO: (nmapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenune: OJIOBPEHO

Prepared by / Checked by /

[Moarorosneno: Pardeep Kumar | Ilpoeepeno: Pawan Kumar /Ono6peno: Menemxep /

Approved by: Manager/Executive

PykoBoautens Amit ng}gnar
I.'r\_‘w— ")./"- -

Reprint Date: Reprint Date:
Hara: 28.11.2024 JHara: 28.11.2024

Reprint Date: |
Hata: 28.11.2024

Pegistered Cifice: 8-2-337, Road No. 3, Banjara Hiils, Hyderakad - 500034, Telangana, India
Tel: +91 40 49003 2900, Fax: +41 40 4500 2999, Email: maii@drreddys.com
CIN: L82195AP1S84PLCOOAS0T
waww.drreddyz.com




Dr.Reddy’s ":’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-0Z
www.drreddvs.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 4 of 10/ Cp. 4 u3 10

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

Mpoaykr: Hoykaun®, TaGleTKH, NOKPBIThIE MIeHOYHOM 060104K0i, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus No $ V2402438 O0beM cepun " 800000.0 Tad

Analytical Repourt No/ - 040002737275 Date of Analysis / . 98.11.2024

AHanuTHYecKHii oTyeT No Jata anaiusa

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

JaTa mpou3BOACTBA T'opex a0

Mfg. License No. / MA number: /

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

Junensust Ne -

_Analysis performed according ND: / Ananu3s nposegen no HJI: JIII-Ne(003654)-(PT-RU)-101123

6 |Related substances / 0.0001% 4-aminophenol (paracetamol impurity) - not more
PoacrBeHHbIe IPUMeCH than 0.005% /
Method 1/ Meton 1 4-amuHoderon (mpuMmech MnapaueTamosna) He
oonee 0,005 %
Method 2 / Meron 2 0.03% Any individual impurity (of ibuprofen or
| paracetamol) - not more than 0.3% /
Jrobast enuHUuHas npuMech (MOympodeHa Hnu
naparneramora) He 6onee 0,3 %
0.03%
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceit (Meroxn 1 + Meton
2) He 6ousee 0,7 %
7 |Water / Bona 1.8 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeyanue: [Ipoaykrt coorBercTBYeT TpeboBanuamM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by /
IMoaroroeneHo: Pardeep Kumar

Jd—

/7

ITposepeHo: Pawan Kumar

A

Approved by: Manager/Executive
/On06peHo: Menemxep /
PykoBoautens Amit KEmar

Reprint Date:
JHara: 28.11.2024

Reprint Date:
Jata: 28.11.2024

Reprint Date: d
Hara: 28.11.2024

Pegistered Cifice: 8-2-337, Road MNo. 2, Banjara Hills, Hyderabad - 500034, Telanganae, India
Tel: +91 40 49008 2860, Fax: +51 40 4500 2999, Ernail: maii@direadys.com
CIN: L85195AP1984PLCONASO7

www.drreddyz.com




Dr.Reddy’s “:‘

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

Vilt. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 98166 556001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page 5 of 10/ Cp. 5 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Tpoayxt: M6ykaun®, TabeTKu, HOKPLIThIE NIEHOYHONH 060104KO0ii, 400 Mr + 325 Mr

Market / PoiHok :Russia / Poccus

Batch No / . Batch Quantity / _800000.0 tab /

Cepus Ne D O6beM cepuu " 800000.0 Tabd

Analytical Repovrt No/ . 040002737275 Date of Analysis / . 98.11.2024

AHanuTHYECKHH oTueT Ne JlaTa aHauM3a

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

JlaTa DNpoH3BOACTBA T'open o

Mfg. License No. / .

TIpousBoACTBEHHASR - MNB/05/263 DMIASHUMmber:/ - JII-Ne(003654)~(PT-RU)
Homep PY

Juuen3us Ne

Analysis performed according ND: / AHasnu3 nposeneH no HJI: JITI-Ne(003654)-(PT-RU)-101123

8 |Uniformity of dosage
units /

OnHoponHOCTH
N031POBaHMs

- ibuprofen / nuéynpoden

- paracetamol /
napayeTamon

1.5

1.5

Acceptance value (AV) should be not more than
15.0 / lokazarenb npueMaeMocT (AV) A0/KeH
ObITL He Oouee 15,0

Acceptance value (AV) should be not more than
15.0 /Ilokazarens npuemieMocTd (AV) nomkeH
ObITh He Honee 15,0

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmawuenue: OJOBPEHO

Prepared by /
[Toarorosneno: Pardeep Kumar

\;[i—/——

Checked by /
[IpoBepeno: Pawan Kumar

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

[Srs—

|

Reprint Date:
Hara: 28.11.2024

Reprint Date:
Jlata: 28.11.2024

Reprint Date: |
JaTa: 28.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telzngana, India
Tel: +91 40 4300 2960, Fax: +91 40 4300 2999, Emoil: maii@drreddys.cam
CIN: LB5195AP1984PLCONAS07T

wawdrreddyz.com




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

Dr.Reddy’s €%¢ ormuen s
r.ne dYS e vili. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
TIpoaykr: UGyknun®, TabaeTku, NOKPBITHIE NJIEHOYHOI 060.104K0i, 400 Mr + 325 mr

Market / PbiHoK :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepust Ne V2402458 Obnem cepuu " 800000.0 Tab
Analytical Repourt No / - 040002737275 Date of Analysis / - 28.11.2024
AHanuTHYecKHi oTyeT No JlaTa ananu3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

aTa MPOU3BOACTBA T'ogen go
Mfg. License No. / MA number: /
IIpousBoacTBEeHHAA : MNB/05/263 ) . JII-Ne(003654)-(PI'-RU)

Homep PY

JuneH3nsg Ne

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

9 |Microbiological purity* /
Mukpo6Honxorunyeckast
yucrora*
a) Total aerobic microbial NA Not more than 1000 CFU/g/
count / Obuiee 4ucno He 6onee 1000 KOE/r
a’poOHBIX
MUKPOOPTraHH3MOB
NA
|b) Total combined yeasts Not more than 100 CFU/g/
and mould count / Ob1wee He 6onee 100 KOE/r
YHCJIO JPOMXOKEBBIX
IJIECHEBBIX IPHOOB NA
¢) E. coli Shall be absent in 1g / OrtcyrcrBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [Tpoaykr cootBercTByeT TpebopanusM HJT 3akmouenne: OZIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarotoeneno: Pardeep Kumar | IIporepeno: Pawan Kumar /Onobpeno: Menemxep /

/.‘? Pyxopoautens Amit Kumar
=l X N

Reprint Date:
Hara: 28.11.2024

Reprint Date: Reprint Date: \}
Hara; 28.11.2024 Jara: 28.11.2024

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

Tel: +91 40 4300 2960, Fax: +91 40 4500 2999, Email: maii@direddys.con
CIN: L85195AP1984PLCONA507
www.drreddyz.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
CEPTUOHUKAT AHAJIU3A

Page 7 of 10/ Ctp. 7 u3 10

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

TMpoaykr: H6ykaun®, Ta6JeTKH, NOKPBIThIE MIEHOUHOH 060.104K0i, 400 mr + 325 Mr

Market / PeIHOK :Russia / Poccust

Batch No / i Batch Quantity / . 800000.0 tab /

Cepus Ne ey O6bem cepun * 800000.0 Tab

Analytical Repo:‘t No/ - 040002737275 Date of Analysis / . 98.11.2024

AHasuTnyeckuii otder Ne JlaTa aHaju3a

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

JlaTa npou3BOACTBA I'ogen 30

Mfg. License No. / MA number: /

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

JIMOEH3Hs Ne

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

10 |Assay / KonudecTBeHHOE

onpeaeseHue
399.9 mg/399.9 Mr

325.98 mg/325.98 mMr

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

Ot 360,0 mr 10 440,0 mr C13H 302 (ubynpoden) B
Tabserke

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

Ot 292,5 mr 1o 357,5 mr CsHoNO; (mapaueramon)
B TabJyeTke

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [To 10 TabneTok
B [IBX/Al 6nucrep. [1o 1 6ancrepy
B [auKy KapTOHHYIO BMECTE C
UHCTPYKIMEH 10 NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al Gnucrep. Ilo 1, 2 unu 20
OnMCTEpOB B MadKy KapTOHHYKD BMECTE C
HHCTPYKITHeil M0 NpHMEHEHHIO.

12 | Labeling / MapkupoBka | According to ND. /B coorserctuu ¢ HJL

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe ITpu Temneparype He Bbiile 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/
IIpumeuanne: [poaykrt cooTBeTcTBYET TpeboBanysam H/L

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by /

[Toarotosneno: Pardeep Kumar | [IposepeHo: Pawan Kumar
9,

Approved by: Manager/Executive
/Ono6peno: Menemxep /

Pykopoautens Amit Kumar

f =
fll \" et

Reprint Date: Reprint Date:
Hara: 28.11.2024 Hata: 28.11.2024

Reprint Date: {
Jara: 28.11.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drrecdys.coin
CIN: L85195AP1384PLCO04507

www.drreddys.com




Dr.Reddy’s “:

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A
Page 8 of 10/ Ctp. 8 u3 10
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
IIpoaykr: H6ykinn®, TabJeTKH, TOKPBITbIE ILLIEHOYHOH 000J104K0ii, 400 mMr + 325 Mr
Market / PpiHOK :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepust Ne d V2902258 Oo6nem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002737275 Date of Analysis / . 98.11.2024
AnajiaTHyeckHi oTueT Ne JlaTa ananmu3a
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JdaTa mpou3sBoacTBa Tonen mo
Mfg. License No. / ]
HpousBoaCcTReHHAS - MNB/05/263 S numb e, - JIXI-Ne(003654)-(PT-RU)
Homep PY

Juuensun Ne - |
Analysis performed according ND: / Anaynu3 npoeges nmo HJI: JITI-Ne(003654)-(PI'-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.
[Mpumeuanue: CChUIKY B HOPMATUBHOM JOKyMeHTaUuuu npuBeseHsl Ha ['D PO XIV.

* [IpOoBOAMTCS NPOU3BOAUTENIEM TIPU BBITYCKE MEPHOANUECKH: JUIst KaxKnol 20-0lf cepun niu He MeHee 1 pasa B
roz. ITokasarens MoxeT 6BITh He BKIIOYEH B CEPTU(UKAT aHATN3a (PHUPMBI.

API name / Hanmenopanune ADC:

Ibuprofen / NU6ynpoden

Paracetamol / [1apareramon

INN / MHH:

Ibuprofen / U6ynpoden

Paracetamol / [1apanieramon

API manufacturer batch number /

PIBM240157, PIBM240160 4287/24-25
Homep cepuu npoussoautesas A®C:
FP Manufacturer API Batch number /
Homep cepus cy0cTaAaHIHMH DPOH3BO/IHTEIA FERAQ00524, FERA00525 FERA00441
I'd:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals

API Manufactured by & country /
IIpoussogurens ADC, cTtpana:

Limited, India / Conapa DkTuB
®dapma Caitencus Jlumuren,
Hupus

Limited, India / Illpu Kpuimna
®dapMmacetoTukanc Jlumuren,
50: 01058

Name, address, authorization No for FP

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

Remarks : The Product conforms to ND/

Opinion : APPROVED |

IIpumeuanune: [Iponykt cooTBeTcTBYET TpebGoBanuam HJI

3axkmouenue; OJJOBPEHO

Prepared by / Checked by /
[ToaroTorneHo: Pardeep Kumar
f F )

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Meuemxep /
PykoBoautens , Amit {(quar

N

Reprint Date:
JlaTa: 28.11.2024

Reprint Date:
JlaTta: 28.11.2024

Reprint Date: *
Hara: 28.11.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 25960, Fax: +91 40 4300 2999, Email: mail@drreddys.coin
CIN: L85195AP1984PLCDNA507
www.drreddys.com



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

@ o
Y ". Vilt. Khol, Nalagarh Road, Baddi
Dr‘ Reddy S . Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-0Z
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 9 of 10/ Ctp. 9 u3 10

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

Ipoayxr: M6ykauu®, TabaeTKH, NOKPHITHIE IIEHOYHOI 060/10uK0#, 400 Mr + 325 Mr

Market / PBIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepust Ne o VeI D O6beM cepuH " 800000.0 Tab

Analytical Repo“rt No/ - 040002737275 Date of Analysis / . 98.11.2024

AHajuTHYeCKHH oTueT Ne Jara anannsa

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

JlaTa nmpousBoJacTBa I'open no

Mfg. License No. / MA number: /

IpousBoacTBeHHAas : MNB/05/263 ) 1 JIII-Ne(003654)-(PI'-RU)
Homep PY

NHueHsnsn Ne - -

Analysis performed according ND: / Anaiu3s nposegen no HJI: 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) /

HauMeHoBaHHe, aapec, JHLEH3HS 1T J-p Pennwn’c Jlaboparopuc JIta., Uuaus, IIpou3BoacTBEHHOE
IpousBoacTBennas miomwanka / Ilnomagka noapaszaenenue-6, Bunn. Kxons, Hanarapx Poyx, bagnu, J{uctpukr
KOHTpOoJiA KadyecTBa / Ilmomanka Beinycka Coman, X.J1., 173205, Unaus (nuuensus 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/Il0YeHHe 0 COOTBETCTBHH: «HacToAmuM s MOATBEPXKAI0, YTO NIPUBEACHHAs BbllIe MHpOpMaLKs ABISAETCA
JOCTOBEpHOH M TOUHOH. DJTa cepus MPOAYKUMHM NPOHM3BEeAeHa (BKIIOYAs YNAKOBKY (MapKUPOBKY) M KOHTPOJb
KauecTBa) Ha BBINIEYKA3aHHOM NPOM3BOACTBEHHOM IUIOWajKe (TUIOINAAKAX) B MOJHOM COOTBETCTBHH C
TpeGoBanusamu [IpaBuil Haasexalleil NpOU3BOJACTBEHHOH NpakTHKK EBpasuiickoro s5KOHOMHUYECKOTrO CO3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 ceHTs16ps 2022) 1 TpeOOBaHUAMH KOHTPOIISl KaUeCTBa JIEKapCTBEHHBIX CPE/ICTB,
a TaKoKe B COOTBETCTBUM €O crelUUKALUAMH, COASPKAIUMHUCH B PETUCTPALIMOHHOM JI0ChE CTpaHbI-UMIIOPTEPA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Tpoaykt cooterctByeT Tpebosanmsim HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarotosneno: Pardeep Kumar | IlpoBepeHo: Pawan Kumar /Ono6peno: Menemxep /
() PykoBomutens ,Amit Kumar

ot I
Reprint Date: Reprint Date: Reprint Date: Y
Jarta: 28.11.2024 Jata: 28.11.2024 Jara: 28.11.2024

Registered Office: 8-2-337, Road No. 3, Barjara Hills, Hyderabad - 500034, Telangana, India
Tel; +51 40 49008 2500, Fax: +891 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulaticn Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sclan, H.P., 173 2G5, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

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

Ipoaykr: M6ykaun®, Ta6JieTKH, HOKpPBITbIC NJIEHOYHOI 060/104K0ii, 400 Mr + 325 Mr

Juuen3us Ne

Market / PoiHOK :Russia / Poccusd
Batch No / . Batch Quantity / ~800000.0 tab /
Cepus Ne } V2402458 Obbem cepnH " 800000.0 Tab
Analytical Report No/ - 040002737275 Date of Analysis / . 98.11.2024
AHaauTHYECKHIT oTyeT No JlaTa aHasin3a
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
JlaTa npoH3BOACTBA Tonen no
Mfg. License No. / MA number: /
IpouseogcTBeHHast : MNB/05/263 Howmep PY : JITI-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Anajiu3 npoBejeH 1o HI[ JIII-Ne(003654)-(PT-RU)-101123

3anucy no NpOHU3BOJACTBY, YIIAKOBKE M aHAJIM3Y MPOBEPEHBL, H YCTAHOBIICHO HX COOTBETCTBHE Tpe6OBaHI/IHM HpaBI/IJ'l
HaJanexalen ﬂpOHSBOIlCTBeHHOﬁ IMMpaKTHUKH EBpa3HﬁCKOFO OKOHOMHYECKOI'0O COHO3a».

Remarks : The Product conforms to ND/ Opinion : APPROVED

I pumeuanne: [Ipoaykr cootetcTBYET TpebGoBanuam HJI 3akmodenne: ONOBPEHO

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

[Toarotosneno: Pardeep Kumar | IIpoBepeno: Pawan Kumar /Onobpero: Menemxep /
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Reprint Date: Reprint Date: Reprint Date:

Jara: 28.11.2024 Jara: 28.11.2024 Hara: 28.11.2024

Registered Cffice: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4300 2999, Ernail: maii@drreddys.coin
CIN: LB5195AP1984PLCONAS07
www.drreddyz.com




