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Ll

CERTIFICATE OF ANALYSIS

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

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

CEPTU®HKAT AHAJIU3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykann®, Tabaerku, NOKPbIThIE [1eHOYHOil 060104K0i, 400Mr + 325mr

Batch No / Cepusi Ne : V2201487

Batch Quantity / O6wem naptum : 776.0Kg

Analytical Report No / AnannTudeckuii oruer Ne :
040001621627, 890001607830

Date of Analysis / laTa ananu3za: 14.08.2022

Date of Manufacture / JlaTa nponssojacrsa : Jul-2022

Date of Expiry / Cpok roauoctu :Jun-2027

Analysis performed according ND / Anaans nposeaen mo 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, u3m. Ne 2 ot 23.09.2019)

S. Test Result Specification
No
1 |Description / OnucaHue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynosUaHOW
dhopmbl, NOKPbITbIE
MS1eHOYHON obonoukoi
OpaHXeBoro Luseta, C pUCKon
Ha OOHOM CTOpPOHe; Ha

nonepeyHom paspese — S4po
Oernoro yeeTa

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBUAHON
opMbl,  NOKPbITbIE  NNEHOYHON
oBono4Ykoil opaHXesoro LBeTa, C
puckol Ha OAHON CTOPOHE; Ha
nornepeyHom  paspese aapo
B6enoro nnu noytn 6enoro UBeTa

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJ

Opinion : APPROVED
ZaxmoucHue: OJIOBPEHO

Prepared by /
I[loarorosneHo:
Noor Mohammad

2

Checked by /
[TposepeHo: Ramakant

iy

Approved by: Manager/Executive /
Ono6peno: Menenxep /

PykoBoautens &bhlilie\k Chauhan

Print Date:
Hara: 14.08.2022

Print Date:
Jara:14.08.2022

Print Date:

Jarta: 14.08.2022

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: 185195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s €&

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 T
CEPTUGUKAT AHAJIM3A

Product :_Ibucli;, film-coated tablets 400 mg + 325 mg

N6ykanu®, TabaeTkn, NOKPbIThIE NNIEHOYHOH 060104K0#H, 400Mr + 325mr

Batch No / Cepust Ne : V2201487 Batch Quantity / Oobem maptun : 776.0Kg

040001621627, 890001607830

Analytical Report No / AnaauTuyeckuii oruer Ne : Date of Analysis / JlaTa ananu3sa: 14.08.2022

Date of Manufacture / laTta npon3poacTsa : Jul-2022 Date of Expiry / Cpok rogaocru :Jun-2027

Analysis performed according ND / Auaim3 nposener mo HJI: [T N011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

2 Identification / a) Complies as prescribed/
MognuHHOCTL B cootBeTCTBMU C
onmcaHnem

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 yaepxuBaHus OCHOBHbIX
MUKOB Ha XpomaTtorpamme
ucnbiTyemoro pacteopa  [OIMXHbl
COOTBETCTBOBATL BpeMeHaMm
yoepXKUBaHUs MUKOB Ha
XpomaTorpamme pacTteopa
cTaHaapTHbIX obpasuos
nbynpocdeHa n  napaueTtamona
(pasgen «KonunuyecteseHHoe
onpeaeneHne»)

3 |Average weight and 969.9mg
mass uniformity /
CpenHaa macca u
0AHOPOAHOCTb MO
macce

Complies /cooTBeTCcTBUMN C

940,9 mg to 999,1 mg
(970,0 mg + 3,0 %) /

Or 9409 w™mr pgo 9991 wr
(970,0 mr £ 3,0 %)

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

Remarks : The Product conforms o WD/
Ipumeuanue: [Iponykr coorBercTBYeT TpeboBaHusAM HJI

Oplulvn : APFROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: INposepeHo: Ramakant Ono6peHo: Menemkep /
Noor Mohammad Pykosoautens :Abhishek Chauhan
Jd @Mﬁ/
' =5
Print Date: Print Date: Print Date:
JaTa: 14.08.2022 Jlara:14.08.2022 Jata: 14.08.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS R Teddysicom

CEPTUPHUKAT AHAJIU3A

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

Noyxkaun®, TabneTkH, NOKPHITHIE MJIeHOYHOH 000104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2201487 Batch Quantity / O6bem naptun : 776.0Kg

040001621627, 890001607830

Analytical Report No / AHaaurn4yeckuii oruer No : Date of Analysis / JlaTa ananu3a: 14.08.2022

Date of Manufacture / Jlata npousBoacTsa : Jul-2022 Date of Expiry / Cpok roanocts :Jun-2027

Analysis performed according ND / Anuanus npoBeaen no HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

103% - 104%

4 |Disintegration / 12 minutes 44 seconds Not more than 30 minutes /
PacnapaemocTb He 6onee 30 MuH

5 |Dissolution / 98% - 100% NLT 70% (Q) C43H1sO2 (lbuprofen)
PacTBOpeHmne dissolved in 30 minutes /

He meHee 70 % (Q) C13H1302
(nBynpodheH) yepes 30 MuH

NLT 70% (Q) CSH9N02
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CgHsNO:
(napauetamon) Yepes 30 MUH

6 |Related substances / 0.03%
PoacTteeHHble npumecu

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodera — He 6onee 1,0 %

Not Detected 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHodheHon (Npumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa 1.4% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Tpoaykr cooTBeTcTByeT Tpebopanuam HJI | 3axmoyenne: OIOBPEHO

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

IToaroToBneHo: [IpoBepeno: Ramakant Ono6peno: Menemxep /

Noor Moh_z;/;pmad PykoBoautens {Abhishek Chauhan
LN

Print Date: Print Date: Print Date:

Hara: 14.08.2022 Harta:14.08.2022 Hara: 14.08.2022
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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 : 491 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIN3A

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

NoyknuH®, TabiaeTku, NOKPbITHIE NJIEHOYHOH 000/1049K0i1, 400Mr + 325mr

Batch No / Cepus Ne : V2201487

Batch Quantity / O0nem nmaprun : 776.0Kg

Analytical Report No / Ananurndyeckuii oruer No :
040001621627, 890001607830

Date of Analysis / JlaTta ananu3a: 14.08.2022

Date of Manufacture / JlaTa npouspogcrsa : Jul-2022

Date of Expiry / Cpok roanoctyn :Jun-2027

Analysis performed according ND / Ananau3s nposeaen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobronormnyeckas
ynucToTa

a) Total aerobic
microbial count /
O6Lwee yncno
a3pobHbIX
MUWKPOOPraHU3MoB

b) Total combined
yeasts and mould
count / Obwee uncno
OPOXOKEBLIX U
nnecHesbIX rpubos

¢) E. coli

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

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

Absent / OTcyTcTBYeT

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
ir

Remarks : The Product conforms to ND/
Hpumeyanue: Ilponykr coorBércTByeT TpeGoBaHusAM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 14.08.2022

Jlata:14.08.2022

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

[ToaroTosneHo: [Tpoeepeno: Ramakant Ono6peHo: Menemxkep /

Noor Mohammad \ﬁ/ PyxoBoautens :Abhishek Chauhan
072 %“\ [

Print Date: Print Date: Print Date:

Harta: 14.08.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS WWidTeddys/aon

CEPTUPUKAT AHAJIU3A

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

NoykanH®, Tabi1eTKH, NOKPHITHIE NJIEHOYHOMH 06010uK0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2201487 Batch Quantity / O6bem napTun : 776.0Kg

040001621627, 890001607830

Analytical Report No / AHanuTu4yecknii oTuer Ne : Date of Analysis / JlaTta ananusa: 14.08.2022

Date of Manufacture / lata npouseoactsa : Jul-2022 Date of Expiry / Cpok rognoctu :Jun-2027

Analysis performed according ND / Ananu3s nposenen o HI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage
units

{ OQHOpPOJHOCTL 11
L031POoBaHNS
Ibuprofen /
nbynpodeH

Acceptance value (AV) should be
not more than 15.0 /
Mokasatenb npuemnemoctu (AV)
DOomKeH ObITb He Oonee 15,0.

Acceptance value (AV) should be

1.7 not more than 15.0 /
Paracetamol / [NokasaTenb npuemnemocTtun (AV)
napaueramor norkeH 6blTe He Gonee 15,0.
10 |Assay/ 400.9 mg 360 to 440 mg of Cy3H02
{KonnyecteeHHoe (Ibuprofen) per tablet /
onpegeneHve OT1 360,0 mr go 440,0 mr C43H1302
(nBynpodheH) B TabneTke
331.92 mg

292.5 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /

OT1 292,5 mr go 357,5 mr CgHgNO-
(napaueTamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeyanue: Ipoaykt coorsercTByeT Tpeboanusm HJI | 3axmouenne: OTIOBPEHO

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

[TogroroBneHo: [IpoBepeno: Ramakant Opo6peHo: Menemxkep /

Noor Mohammad Q&/ \,L\ ‘}J PykoBoautens :Abhishek Chauhan
F J e

L=\
Print Date: Print Date: Print Date:
Hara: 14.08.2022 Jara:14.08.2022 Hara: 14.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Tel : +491 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykanH®, TabneTkn, NOKPhIThIE JIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne: V2201487

Batch Quantity / O6bem mapTuu : 776.0Kg

040001621627, 890001607830

Analytical Report No / Ananutuueckuif otuer Ne :

Date of Analysis / Jlata anaau3za: 14.08.2022

Date of Manufacture / Jlata mponspoacrea : Jul-2022

Date of Expiry / Cpok roanocru :Jun-2027

Analysis performed according ND / Ananus nposegen mo HJI: [T NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. No 2 ot 23.09.2019)

11 | Package / Ynakoska |10 tablets in PpVC/AI 10 tablets in PVC/Al 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. /Mo 10 TabneTtok  |B MNBX/Al 6nuctep. Mo 1, 2 nnn 20
8 MBX/Al 6nucTep. Mo 1 BnMCTepoB B NaYky KAPTOHHYIO
6nucTepy B naudky BMECTe C MHCTPYKLMEN no
KapTOHHYIO BMECTe ¢ NPUMEHEHUIO.

WHCTPYKUKMEN no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTtcTBUM ¢ HI
13 | Storage conditions / At temperature not more than 25 °C. /
‘XpaHeHue Mpn Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5vyears /5 net

rogHoOCTH

Remarks : The Product conforms to ND/
ITpumeuanue: I1poaykT coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

Prepared by /
IToarotosneno:
Noor Mohammad

;7.42

Checked by /
[Ipoeepeno: Ramakant

Y

Approved by: Manager/Executive /
OpnobpeHo: Menemxkep /

PykoBoauTens : @}/\( Chauhan

Print Date:
Jara: 14.08.2022

Print Date:
JlaTa:14.08.2022

Print Date: =
Jara: 14.08.2022

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