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CERTIFICATE OF ANALYSIS

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

CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkaun®, TabeTKH, NOKPBITHIE MJIeHOYHOH 000/10uKoii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200704

Batch Quantity / O6bem maptun : 776.0 Kg

040001560694, 890001587110

Analytical Report No / AHanuTHueckuii oryeT Ne :

Date of Analysis / /laTa ananu3za: 27.04,2022

Date of Manufacture / Jlata npounspoacrtea : Mar-2022

Date of Expiry / Cpok rogaoctH :Feb-2027

Analysis performed according ND / Ananu3s nposegen mo H/: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanue

Capsule-like orange-coloured
film-coated one-side scored
tablets;

on cross section- white core /
Tabnetkm  kKancynosuaHoM
dropmbl, NOKpPbITbIE
NIEHOYHON obonoykon
OpaHXeBoro LiBeTa, C PUCKOM
Ha OAHON CTOpoOHE; Ha
nonepe4YHoOM paspese — a4po
Oenoro useta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ TabneTkun KancyrnoBuUaHOMN
opmbl,  NOKPbLITEIE  NNIEHOYHOW
obono4kon opaHXeBOro wuseTa, C
pPUCKOA Ha OOHOW CTOpPOHE; Ha
nonepe4yHoM paspese a0po
©enoro nnu noyty 6enoro useTa

Remarks : The Product conforms to ND/
Ilpumeyanne: [IponyxT cooreercreyer Tpebopanusam HJT

Opinion : APPROVED
3akmwuenne: OJIOBPEHO

JHata: 27.04. 2022

Hata: 27.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: [Tposepeno:Naresh Kumar | Ompo6peHo: Menemxep /
Ankit ' PykoBoautens :Pavan Kumar
@ = Sharma [:/;.//"
=
Print Date: Print Date: Print Date:

Jara; 27.04. 2022

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
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Dr.Reddy’s ‘_‘o

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

CERTIFICATE OF ANALYSIS \yw drreddys.com
CEPTU®UKAT AHAJIU3A

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

HNOoyknuu®, TabneTKH, NOKPLITHIE IEHOYHOI 0060104K0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200704 Batch Quantity / O6bem naptun : 776.0 Kg

040001560694, 890001587110

Analytical Report No / AHaauTH4YecKHit oTuer N : Date of Analysis / Jlata ananu3za: 27.04.2022

Date of Manufacture / JlaTa npon3Boactsa : Mar-2022 | Date of Expiry / Cpok rogsoctu :Feb-2027

Analysis performed according ND / Ananus npoeeaen no HJ: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanvHHocTL B cooTBeTCTBUM C
onncaHuem

The retention time 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 yaepuBaHWsi OCHOBHbIX
NUKoB Ha XpomaTtorpamme
ncnbITyemMoro  pactsopa  AOMKHbI
COOTBETCTBOBATL BpeMeHam
yaepXnsaHus nuKkoB Ha
XpomaTtorpamme pacTeopa
cTaHpapTHbIX obpasuoB
nbynpodpeHa 1  napauetamona
(pasgen «KonuuectseHHoe
onpenenexHne)

3 |Average weight and 969.5 mg
mass uniformity /
CpepnHsasa macca u
OAHOPOAHOCTb MO
macce

940,9 mg to 9991 mg
(970,0 mg = 3,0 %) /

Or 9409 wmr po 999,11 wmr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTok — He Gonee + 5 %
2/20 tablets — NMT = 10% /

2/20 TabneTtok — He Bbonee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilponyxt coorBercTByeT Tpebopanusam HJ[

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorornexo: ITpoBepeHo:Naresh Kumar | Ogo6peHo: Menemxkep /
Ankit A PykoBoaurens :Pavan Kumar
@ ( N Sharma Al —
/l/—
Print Date: Print Date: Print Date:
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

CEPTUO®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxk1un®, TabneTKH, MOKPHIThIE MJIEHOYHOI 0601049K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2200704

Batch Quantity / O6bem maptuu : 776.0 Kg

040001560694, 890001587110

Analytical Report No / AHanuTHYeckuii oTder No :

Date of Analysis / JlaTta ananu3za: 27.04.2022

Date of Manufacture / lata npoussoacrBa : Mar-2022

Date of Expiry / Cpok rognoctn :Feb-2027

Analysis performed according ND / Ananu3 npoeeaen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

11 minutes 17seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteoperne

100% - 102%

97% - 100%

NLT 70% (Q) C13H1802 (lbuprofen)
dissolved in 30 minutes /

He menee 70 % (Q) CizHiO:2
(nBynpodheH) uepes 30 MyH

NLT 70% (Q) CsHsNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO:
(napauetamon) 4Yepes 30 MuH

6 |Related substances/
PoacteeHHbIe npumecu

0.03 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He 6ornee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodpeHon (npumecs
napauertamona) — He bonee 0,005%

7 |Water/Bopa

1.3 %

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyannce: [poaykt coorsereTyet TpeSopanuam 11]] | Suwnviaenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBaeHo: ITpoBepeno:Naresh Kumar | Ono6peHo: Menemxep /
Ankit Pykosoautens :Pavan Kumar
' a YV -
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Hara:; 27.04. 2022 Jata: 27.04. 2022 Hata: 27.04.2022
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Qe 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

CEPTUOHUKAT AHAJIN3A

Dr.Reddy’s ‘

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabieTKH, NOKPLIThIE IUIEHOYHOI 000/104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200704 Batch Quantity / O6nem naptun : 776.0 Kg

Analytical Report No / AHatuTH4YecKHii oT4eT Nt : Date of Analysis / Jlata anann3za: 27.04.2022
040001560694, 890001587110

Date of Manufacture / /lata nponsBoacrsa : Mar-2022 | Date of Expiry / Cpok rognoctn :Feb-2027

Analysis performed according ND / Auanu3 npoeeaen no HJ[: I[TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobnonoruyeckas
JuucToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6Lwee yucno
a3poBHbIX
MMWKPOOPraHU3mMoB
Less than 5 CFU/g/
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obwee yncno
OPONCKEBBLIX U

NAecHeBLIX rpnbos Absent / OTtcyTtctByeT
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooteeTcTBYET Tpebopanuam HJl | 3axmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IMTpoepeno:Naresh Kumar | Ongo6peno: Menemxkep /
Ankit @ @‘/ Pykosoautens :Pavan Kumar
> Sharma Aer—F

Print Date: Print Date: Print Date:
Hara: 27.04. 2022 Hata: 27.04. 2022 Jarta: 27.04. 2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



@e
Dr.Reddy’s €

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyxknnH®, Tab1eTKH, NOKPLIThIE MIEHOYHOI 000104K0i#1, 400Mr + 325Mr

Batch No / Cepus Ne : V2200704

Batch Quantity / O6bem naptun : 776.0 Kg

040001560694, 890001587110

Analytical Report No / AnanuTu4yeckuii oruer Ne :

Date of Analysis / laTa ananu3za: 27.04.2022

Date of Manufacture / laTa npoussojicTBa

: Mar-2022

Date of Expiry / Cpox rognoctn :Feb-2027

Analysis performed according ND / Ananu3 npoeened mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOpPOAHOCTb 2.1 Mokasatens npnemnemoctu (AV)
[031pOBaHNSA LormkeH buiTb He bonee 15,0.
Ibuprofen /
nbynpoceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 21 [Nokasatenb npuemnemoctu (AV)
napaueTtamon JOomKeH ObITb He Bonee 15,0.
10 |Assay/ 395.1 mg 360 to 440 mg of Ci3H1502
KonuyecteeHHoe (Ibuprofen) per tablet /
onpepenexHne Ot 360,0 mr oo 440,0 mr C43H1302
(nbynpodheH) B TabneTke
322.19mg 2925 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CsHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

Upumeuanuc: 1 pogyRT cootseicisyet 1psbusanmnm 11JT

Opinion : APPROVED
3arumottenue: QAULIEHU

Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pykooautenn :iPavan Kumar

Shamla a .-'r,”.‘."“"":f;/

Prepared by / Checked by /
[TonrorosneHo: [IpoBepeno:Naresh Kumar
Ankit @
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Print Date: Print Date:
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Formulation Unit-6

?
Dr' Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS . drreddys.com

CEPTUOUKAT AHAJIN3A

.. ° Dr. Reddy's Laboratories Ltd.
&

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykana®, TabaeTKH, NOKPBHITHIE IUIEHOYHO# 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200704 Batch Quantity / O6bem maprun : 776.0 Kg

Analytical Report No / ABanmuTH9ecknii oruyer No : Date of Analysis / JaTa ananusa: 27.04.2022
040001560694, 890001587110

Date of Manufacture / Jata nponssoactsa : Mar-2022 | Date of Expiry / Cpok rogaoctu :Feb-2027

Analysis performed according ND / Ananu3 npoeeaen mo H: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/Al 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / Mo 10 TabneTtok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nuctep. Mo 1, 2 unn 20

B MBX/Al 6nuctep. Mo 1 BnncTepos B Nauky KAPTOHHYIO
GrmcTepy B nauvky BMeCTe C UHCTPYKLMER o
KapTOHHYI0 BMeCTe ¢ fIpUMEHeHWIO.

WHCTPYKUMEN MO

NPUMEHEHUIO.

12 | Labeling / Mapkuposka | According to ND / B cootseTcTeum ¢ HJj
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHune Npn TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net

rogHoCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumcuannc: [poaykr coorseretBycT Tpebosanuam 11]] | 3awmonenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeno:Naresh Kumar | Ono6peno: Menemxkep /
Ankit "I . PykoBonurens :Pavan Kumar
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