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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

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyka1uH®, Tabi1eTKn, NOKPLITHIE NAeH0YHOM 000a04Ko0it, 400Mr + 325mr

Batch No / Cepus Ne : V2200481

Batch Quantity / O6bem naprtun : 727.5Kg

040001552705, 890001583894

Analytical Report No / AHannTn4eckuii oryer No :

Date of Analysis / laTa anaausa: 07.04.2022

Date of Manufacture / [lata npoussoactsa : Mar-2022

Date of Expiry / Cpok rogsoctu :Feb-2027

Analysis performed according ND / Asanmu3 npoBenen no HJI: [1NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 o1 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTku KancynoeuaHom
dopmbl, NOKpbITbIE
NNeHoYHON obonouykom
OpaHXeBoro LBeTa, C puckown
Ha OAHON CTOpOHe; Ha

ronepeyHoM paspese — S4,p0
Genoro ueeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtku KancynoBuaHOM
hopMbl,  MOKPLITEIE  MIIEHOYHOM
00O0O4YKOA OpaHXeBOro LBeTa, C
pUCKOW Ha -O4HOW CTOPOHE; Ha
nornepeyHoM paspese AP0
BGenoro nnu no4ty 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykr coorBeTcTByeT TpeboBanusiM HJI

Opinion : APPROVED
3akarwuenue: OJJOBPEHO

Prepared by /
I'lonrotosneHo:

Checked by /
ITpoBepeno:Himesh Kumar

Approved by: Manager/Executive /
Opnobpeno: Menemxkep /n
Pyxosoaurens __"L\;ﬂ
Pavan kumar Sharma

—
-
i

"

Ankit /A,
Print Date:

JHata: 07.04. 2022

Print Date:

Hara: 07.04. 2022

Print Date:
Jara: 07.04. 2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com

CIN: L85195AF1984PLCCO4507
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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

CEPTHOHUKAT AHAJIU3A

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

UOykanH®, TabneTk, NOKPbITHIE MIEHOYHOI 060/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200481

Batch Quantity / O6nem naptuu : 727.5Kg

Analytical Report No / AHanuruyeckuii orget No :
040001552705, 890001583894

Date of Analysis / /IaTa anann3za: 07.04.2022

Date of Manufacture / /lata npoussoacrsa : Mar-2022

Date of Expiry / Cpok rogaoern :Feb-2027

Analysis performed according ND / Anann3 nposegen mo HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. No 2 ot 23.09.2019)

2 Identification /
[MoanuHHoOCTL

a) Complies as prescribed/
B cooTBeTCTBUM C

The retention time of the main peaks
on the chromatogram of the test

macce

mass uniformity /
CpeaHsas macca u
OAHOPOAHOCTL MO

onncaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa ynepxuBaHWA OCHOBHbBIX
nnKoB Ha XpomaTorpaMmme
NCNBITYEMOro  pactesopa  OOSKHbI
COOTBETCTBOBATb BpemMeHam
yaepXnsaHns NUKOB Ha
Xpomatorpamme pacTteopa
CTaHOapTHbIX obpasuos
néynpocpeHa u  napauetamona
(paspen «KonuuyecteseHHoe
onpepenexHney)
3 |Average weight and 970.0 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %)/
Ot 9409 wmr po
(970,0 mr + 3,0 %)

9991 wr

18/20 tablets — NMT + 5% /
18/20 TabneTok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: TTpoaykt cootBeTcTByeT TpeGoBanusaM HJJ

Opinion : APPROVED
3akiaouenue: OJJOBPEHO

Hata: 07.04. 2022

Hata: 07.04. 2022

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

ITonroroeneno: [Tposepeno:Himesh Kumar | Ono6peno: Menemxep /

Ankit . PykoBoautens / -
&- o '::j,f" | Pavan kumar Sharma % _—

Print Date: Print Date: Print Date:

Hara: 07.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 25900, Fax: +91 40 4900 25899, Email: mail@drreddys.com

CIN: L85195AP1384PLC004507
www drreddys.com




Dr.Reddy’s "6.‘

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +31 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, Tab1eTKH, DOKPBITHIE IIIEH0YHOH 060104K0ii, 400Mr + 325mr

Batch No / Cepus Ne : V2200481

Batch Quantity / O6bem naptuu : 727.5Kg

040001552705, 890001583894

Analytical Report No / AHanuTu4eckuii oruer Ne :

Date of Analysis / JIlaTa anannsa: 07.04.2022

Date of Manufacture / Jlata nponssogcrea : Mar-2022

Date of Expiry / Cpok rogunoctn :Feb-2027

06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

Analysis performed according ND / Ananns nposenen mo HJ: [T N011252/01-110717 (amend Ne 1 from

S—

4 |Disintegration /
PacnagaemocTtb

11 minutes 07 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTteopeHue

98% - 100%

99% - 100%

NLT 70% (Q) C13H1302 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3Hq0:
(MBynpodcheH) uepes 30 MuH

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

He menHee 70 % (Q) CsHoNO;
(napauetamon) yepes 30 MuH

6 |Related substances /
PoacteeHHbIe npumecn

0.03%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodpeHon (Npumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa

1.2%

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

Remarks : The Product conforms to ND/
[pameyanne: [Tpoaykr coorsercTByeT Tpebopanusm HJJ

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Hara: 07.04. 2022

Hata: 07.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneuo: Ipoepeno:Himesh Kumar | Ono6peno: Menemxkep /
Ankit : - PyxoBoautens J’W

@ 0 ‘L’ — . | Pavan kumar Sharma ,1 ’:;E;/-
Print Date: Print Date: Print Date:

Hata: 07.04. 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

CIN: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTHOUKAT AHAJIN3A

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

NoyxkanH®, Ta01eTKH, NOKPLITHIE IJIEHOYHOH 060109K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2200481 Batch Quantity / O6wem naptun : 727.5Kg

040001552705, 890001583894

Analytical Report No / Anajurndeckuii order Ne : Date of Analysis / JlaTa ananuza: 07.04.2022

Date of Manufacture / Jlata npoussoacrsa : Mar-2022 | Date of Expiry / Cpok rogaocTtn :Feb-2027

Analysis performed according ND / Anaym3 nposeaen no HJI: [1N011252/01-110717 (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 /

Mukpobuonoruyeckasn
yucrtoTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r

microbial count /
O6uee yncno
a3pobHbIX
MUKPOOPraHn3MoB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r
yeasts and mould
count / Obuwee yucno
APONOKEBbLIX U
nrecHeBLIX rpubos Absent / OTtcyTtctBYeET

c) E. coli

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 1g / OtcyTcTBUE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykr cootBeTcTBYyeT TpebGoBauusam HJ[ | 3akmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneHo: [IpoBepeno:Himesh Kumar | Ono6peno: Menemxep / =
Ankit _ 3 — PyxoBonurens !
é e Pavan kumar Sharma ;1;’:’*"_::#/
Print Date: Print Date: Print Date:
Hara: 07.04. 2022 Hara: 07.04. 2022 Hata: 07.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys com

CIN: L35195AP1984PLCC04507

www.drreddys.com
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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 : +51 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykaun®, TadaeTkH, MOKPLIThIE MJAEHO0YHOH 0001049K0i1, 400Mr + 325Mr

Batch No / Cepnsa Ne : V2200481

Batch Quantity / O6bem naptun : 727.5Kg

040001552705, 890001583894

Analytical Report No / Anajsutndeckuii oryeT Ne :

Date of Analysis / lata ananmsa: 07.04.2022

Date of Manufacture / lata npounzsojacrsa : Mar-2022

Date of Expiry / Cpok roguoctn :Feb-2027

Analysis performed according ND / Anann3 nposenen no HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 o1 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 /

/ OgHopoAHOCTb 1.4 MNokazaTenb npuemnemoctu (AV)

0031poBaHus [omkeH ObITb He 6onee 15,0.

Ibuprofen /

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

Paracetamol / 1.4 MNokasatenk npuemnemoctu (AV)

napavuetamon nomxeH ObiTb He bonee 15,0.

10 |Assay/ 401.2 mg 360 to 440 mg of Ciy3H40:2
KonuyecTtseHHoe (Ibuprofen) per tablet /
onpegeneHune Ot 360,0 mr go 440,0 mr Cq3H1502

(nbynpodceH) B TabneTke
323.25 mg 2925 to 357.50 mg of CgHgNO:

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,
(mapauetamon) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanue: IlpoaykT cootBercTBYeT TpeGoBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
Iloarorosneno:

Ankit _
7

-

Checked by /
I1poBepeno:Himesh Kumar

—

= B

Approved by: Manager/Executive /
Onobpeno: Menemxep /-
PyxoBoautenn /

¥
1

Pavan kumar Sharma _;I,&-/’/’/

Print Date:
Hara: 07.04. 2022

Print Date:
Hara: 07.04. 2022

Print Date:
Harta: 07.04. 2022

Registered Office: 8-2-337 Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04507
www drreddys.com
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOHUKAT AHAJIU3A

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

HNoyxnmu®, TabeTku, NOKPLITHIE [JIEHOYHOMH 0060a04Koi, 400Mr + 325mr

Batch No / Cepus Ne : V2200481

Batch Quantity / O0bem maptun : 727.5Kg

Analytical Report No / AHanuTHYecKHii oTueT No :

040001552705, 890001583894

Date of Analysis / laTa anamisza: 07.04.2022

Date of Manufacture / /lata npon3Boacrea : Mar-2022

Date of Expiry / Cpok roanoctu :Feb-2027

Analysis performed according ND / Anaau3 nposemen no H/: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoeka |10 tablets in PpVC/AI 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 TabneTok
a carton. /o 10 TabneTtok |8 MNBX/Al 6nucTep. Mo 1, 2 unun 20
B MNBX/Al Griuctep. Mo 1 BrnncTepos B Nayky KapTOHHYH
B6nucTepy B nauky BMeCTe C MHCTpyKUUen no
KapTOHHYIO BMeCTe ¢ NPUMEHEHWIO.

WHCTPYKUMEN no
NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cootsetcteum ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpwv Temnepatype He Bbile 25 °C.

14 | Shelf life / Cpok 5vyears /5 ner

rogHoCTK

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoaykT cootBercrByeT TpeGoBanusam HJT

Opinion : APPROVED
3axkmwuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonrotosneHo: ITposepeno:Himesh Kumar | Onobpeno: Menemkep /
Ankit j PykoBoauTens P

/A ¢ —~J1 ———_ | Pavan kumar Sharma %”
Print Date: Print Date: Print Date:

Hara: 07.04. 2022

Hara: 07.04. 2022

Hara: 07.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Byderabad - 500534, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys com

CIN: L85195AP1984PLCC0O4A507
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