| Dr.Reddy’s ‘g'

CERTIFICATE OF ANALYSIS

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

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

CEPTH®OUKAT AHAJIU3A

Page10f6/Ctp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabeTKH, NOKPHITHIE IUIEHOYHOH 06010uKoii, 400 mMr + 325 Mr

Batch No / Cepus Ne : V2300855

Batch Quantity / O6nem mapTus : 766.250 KG

040001829322

Analytical Report No / Ananaruyeckuii oTder Ne :

Date of Analysis / laTa ananusa: 17.05.2023

Date of Manufacture / lara nmpon3sojgcrea : Apr-2023

Date of Expiry / Cpok rogHocts : Mar-2028

Analysis performed according ND / Ananu3s nposegen no HII: 1 NO1 1252/01-300522

Ne |Test/ Ilokazarens

Results/ Pe3ynbTaThl

| Specification / Hopma

1 [Description/ Onucasne

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KancynoBUJHOH (OpMBbl, NOKPBITHIE
TUICHOYHOK 060710UKOH OpaHXEeBOro
L{BETa, C PUCKOH HA ONHOH CTOPOHE;
Ha TMOMEepevyHOM paspese — sIpo
6eJoro 1seTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KancyloBHIHOH bopMsl,
MOKPBIThIE TUIEHOYHON obonouxkoit
OpamXeBOro LBeTa, C PHCKOH Ha OzHOi
CTOpPOHE; Ha MONepeYHOM pa3pese — siApo
6eJioro Uiy No4TH 6eJioro 1BETA.

Remarks: The Product conforms to ND/
I pumeganue: [1poayKT cooTBeTcTBYET TpeboBaHnaM HJI

Opinion; APPROVED
3axmoyenne: OJIOBPEHO

Prepared by
HoproToBnexg: d’
Ramakant

D>

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoauT

ens : Amit Kumar o O

Reprint Date:17.05.2023
Jara:

Reprint Date: 17.05.2023
JlaTa:

Reprint Date: 17.05.2023
Hara:

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

CIN: L85195AP1584PLC0O04507
www.drreddys,ccm




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOHKAT AHAJIM3A

Page2 of 6 /Crp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6yknuu®, TabiieTky, IOKPLIThIC JeHOYHOH 060104K0H, 400 Mr + 325 mr

Batch No / Cepust No : V2300855

Batch Quantity / O6nem naprun : 766.250 KG

040001829322

Analytical Report No / AnanutH4yeckuii oTyer Ne :

Date of Analysis / laTa ananu3a: 17.05.2023

Date of Manufacture / Jlara npousBoacTia : Apr-2023

Date of Expiry / Cpok rogunocrn : Mar-2028

Analysis performed according ND / Anasn3s nposeaen mo HJI: TI NO11252/01-300522

2 Identification /
IMoannnHocTs

Complies as prescribed/
CoOOTBETCTRYET

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 yjaepx1BaHHs OCHOBHbLIX IHKOB
Ha XpOMaTorpaMme UCIIBITYEMOrO
pacTBopa  JOIKHEI ~ COOTBETCTBOBATH
BpEMEHAM  YHEpXKMBAaHHSA MMKOB Ha
XpOMATOrpaMMe pPacTBOpa CTaHNAPTHBIX
obpa3ios ubOynpodeHa M Iapaieramolia
(pasnen «KonuuecTeennoe
OTIpENe/ICHHEN)

3 |Average tablets weiglit
Cpenuss Macca
TabneTok

969.0 mg / 969.0 mr

940.9 mg to 999.1 mg
(970.0 mg + 3%) /

Or 9409 wmr - mo 999,11 Mr
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorsercTByeT TpeboBanusam HIT

Opinion: APPROVED
3axmouenne: OJOBPEHO

Prepared by

IloaroToRneHO: &
Ramakant | f
okod

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
{Ono6peno:Menerkep/PyKoRoNT
b : Amit Kumar s

Reprint Date:17.05.2023
Hara;

Reprint Date: 17.05.2023
Hara:

Reprint Date: 17.05.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mzil@drreddys.com

CIN: L85195AP1584PLC0O04507

www.drreddys.ccm




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND{A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTH®HUKAT AHAJIU3A

Page30f 6/ C1p. 3 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxanH®, TabaeTKH, MOKPLITHIE INIEHOYHOI 0601049K0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2300855

Batch Quantity / OGsem naptuu : 766.250 KG

040001829322

Analytical Report No / AHasiuTHyecknii oryer No :

Date of Analysis / JlaTa aHamu3a: 17.05.2023

Date of Manufacture / JlaTa npou3sodacTsa : Apr-2023

Date of Expiry / Cpok rogaocTh : Mar-2028

Analysis performed according ND / Anaan3s nposeaen mo HJI: TIN011252/01-300522

4 |Disintegration /
PacnamaeMocTs

08 min /M1 / 19 sec/MHH |

Not more than 30 minutes /
He Gonee 30 MuH

5 |Dissolution /
Pacteopenue

97% to 100%

98 % to 101%

Not less than 70% (Q) Ci3H;sO»
(Tbuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CisHis0;
(ubynpoden) uepes 30 MuH

"INot less than 70% (Q) CsHyoNO,

(Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHyNO;
(napaueramon) uepes 30 MuH

6 |Related substances /

PoncreenHbie npuMech
Methed 1/ Metop 1

Method 2 / Metoxn 2

0.0002%

BDL (Disregard Area 7043)

0.0002%

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

1ie 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobad  enuHuuHas
NMPUMECH (ubynpodena WM
napatieramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meton 1 + Meron 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by

TloaroToBnexo:
Ramakant i

Checked by /
IIpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/O no6peno:Menemxep/PykoBoaur

enb : Amit Kumar o
P<‘/

Reprint Date:17.05.2023
Hara:

Hara:

Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +S1 40 4500 29G0, Fax: +91 40 4900 2999, Emai!l: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys.cecm




Dr. Reddy's Laboratories Ltd.

@e
s o8 Formulation Unit-6
DrnReddy S ‘.. Vill. Khol, Nalagarh Road, Badd,

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOUKAT AHAJTHU3A

Paged of 6/ Crp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, tabaeTku, NOKPLITHIE MIeHO4HOoI 060m09K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300855 Batch Quantity / O6sem naptin : 766.250 KG
Analytical Report No / Aranurnyecknii oryer No : Date of Analysis / JlaTa ananu3za: 17.05.2023
040001829322

Date of Manufacture / Jlata npoussoncrea : Apr-2023 [Date of Expiry / Cpok roguoctn : Mar-2028

Analysis performed according ND / Anasns npoeeger mo H/: I1 N011252/01-300522

7 |Water/Bopa 1.5 % Not more than 5.0% /
He 60nee 5.0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 3.0 more than 15.0/
ORHOpPOIHOCTH [Mokaszarens npremneMocts (AV) nomkeH
JO3UPOBAHA 6LIT He OoJiee 15,0
- Ibuprofen /ubynpocden

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

- Paracctamol/ TMokasatens npuemieMocTd (AV) gomaeH
naparceTamor 2.1 6bITH He Bonee 15,0
Remarks: The Product conforms to ND/ Opinion;: APPROVED
IMpumevanne: [Ipoaykr cooTBeTcTBYET Tpeboauuam HJT 3akmouenne: ONOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[TogroTosneyp: M IIposepeno: Pardeep Kumar /Ono6peno:MeHemxep/PykoBoauT
Ramakant gﬂ. enb : Amit Kumar RS
Reprint Date:17.05.2023 Reprint Date: 17.05.2023 Reprint Date: 17.05.2023
Hara: Jara: Jata;

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 49060 29060, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC004507
www.drreddys.ccm




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJTH3A

Page50f 6/ Ctp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
| Hoyicnnu®, TabneTkH, HOKpLITLIE NIIeHOYHO#H 060.,109K0ii, 400 Mr + 325 mr

| Batch No / Cepust Ne : V2300855

Batch Quantity / O6bem napThs : 766.250 KG

Analytical Report No / Ananutnyeckuit oT4yet No :
040001829322

Date of Analysis / lara anananza: 17.05.2023

[Date of Manufacture / JlaTa npoussoacysa : Apr-2023

Date of Expiry / Cpok rogaoers : Mar-2028

Enalysis performed according ND / Ananus nposeges mo HJL: T1 N011252/01-300522

s

9

Microbial limits /
Muxkpobuosnoruueckast
YHCTOTA

a) Total aerobic
microbial count /
O6uee yncno
a’pobHBIX
MHUKpPOOpPraHH3MOB

b) Total combined
yeasts and mould count
/ Obuiee uncno
JIpPOXIKEBBIX 1
TJICCHEBBIX TPHOOB

¢) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 5 CFU/g/
Memnee 5 KOE/r

Absent / O1tcyTCcTBYET

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

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

Shall be absent in lg / OTcyTrcTBuUe B
1r

Remarks: The Product conforms to ND/
Ipumeuanne: [TpoaykT cooTBeTCcTBYET TpeboBanusam HJI

Opinion: APPROVED
3akmouenune: OJJOBPEHO

Prepared by

Ioarorosnex
Ramakant /
/

Checked by /
IIpoeepeHo: Pardeep Kumar

S

Approved by: Manager/Executive
/Onobpero:Menemiep/PykoBoauT
ensb : Amit Kumar -

o

Reprint Date:17.05.2023
Jara:

Reprint Date; 17.05.2023

Reprint Date: 17.05.2023
Iara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507

www.drreddys.cocm




Dr.Reddy’s ".'..‘

CERTIFICATE OF ANALYSIS

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

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

CEPTUOHKAT AHAJIM3A

Page 6 of 6/ Crp. 6 u3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxnua®, Taduerkn, NOKPLITHIE MUIEHOYHOH 060/104uK0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300855

Batch Quantity / O6sem naptun : 766.250 KG

040001829322

Analytical Report No / Ananurnyeckuii oTueT No :

Date of Analysis / lara ananuza: 17.05.2023

Date of Manufacture / JlaTa npouisogerea : Apr-2023

Date of Expiry / Cpok roguocthn : Mar-2028

Analysis performed according ND / Anaan3s nposegen mo HJI: I1 N011252/01-300522

10 |Assay/
KonnuectBenunoe
onpenenexne

390.6 mg / 390.6 Mr

322,49 mg/ 322.49 mr

360.0 to 4400 mg
(Ibuprofen) per tablet /
Ot 360,0 mr mo 440,0 mr Ci:H;;0,
(nbynpoden) B TabneTke
292.5 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(napaueramon) B Tabnerke

of CisH;30;

of CsHoNO,

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B IIBX/Al 6aucrep. Ilo 1
Onucrepy B NadykKy KapTOHHYIO
BMECTE C HHCTpYKLUEH

N0 NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnetok B [IBX/Al
Gauctep. 1o 1, 2 unu 20 6nucTepoB B
naiuky - KapTOHHYIHO BMECTE c
MHCTPYKLKEHN 0 NPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B coorsetcTBun ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaueHue I1pu Temnepatype He Boie 25 °C.
14 | Shelflife / Cpox 5 years / 5 net
TOJTHOCTH

Remarks: The Product conforms to ND/

TIpumeuanne: ITpoaykr cooTBeTcTRYET Tpebopanusm HJ|

Opinion: APPROVED
3akarouenne: OJJOBPEHO

Prepared by

[10ArOTOBIEHO:
Ramakant

Checked by /
[Tpoepeno: Pardeep Kumar
D

Approved by: Manager/Executive
/Opo6peno:Menemxep/PykoBoaut

[ enb : Amit Kumar N
=

Reprint Date:17.05.2023
Jara:

Jara:

Reprint Date: 17.05.2023

Reprint Date: 17.05.2023
Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 29060, Fax: +91 40 4900 2999, Emai!: mait@drreddys.com
CIN: L85195AP1584PLC0O04507

www.drreddys.ccm




