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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 AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxanH®, TabaeTKH, NOKPLITHIE IVIEHOYHO# 060/104Koii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200485

Batch Quantity / O6bem napruu : 776.0 Kg

040001553389, 890001584033

Analytical Report No / Ananurnueckuii oTuer No

Date of Analysis / JlaTa ananuza: 09.04.2022

Date of Manufacture / lata npousBojicTea : Mar-2022

Date of Expiry / Cpok roguoctu :Feb-2027

Analysis performed according ND / Ananu3s nposegen no H: ITN011252/01-110717 (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 /
TabneTtku KancynosngHom
chopmbl, NOKpbITbIE
NSIEHOYHON obonoukoi
OpaHXeBoro LseTa, C PUCKON
Ha OOHOW CTOpPOHe; Ha

ronepeYHoM paspese — a4po
Genoro UseTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBuaHoOWM
dopMbl,  NOKPbITble  MNNEHOYHOW
060sI0UKON OpaHXeBOro LUBeTa, C
pUcKOAW Ha OOHOW CTOpPOHE; Ha
nonepe4HoMm  paspese A4p0
©enoro nnu noytn Sernoro LBeTa

Remarks : The Product conforms to ND/
IIpumeyanue: [IpogykT cooTBercTByeT TpeboBaHusam HJ|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosieHo:;

Checked by /
IIpoBepeno:Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep / n
PykoBoautens

Pavan Kumar Sharma L /

Ankit @
Print Date:

Hara: 09.04. 2022

%WJQ»U}
Print Date:

JHara: 09.04. 2022

Print Date:
Hata: 09.04. 2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHUKAT AHAJIU3A

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

N6yxann®, TabaeTku, NOKPHITHIE ILIEHOUHOI 000J04KOH, 400mr + 325mr

Batch No / Cepus Ne : V2200485 Batch Quantity / O6bem napruu : 776.0 Kg

040001553389, 890001584033

Analytical Report No / AHanaTHYecKknii oT4yer Ne : Date of Analysis / lara anannsa: 09.04.2022

Date of Manufacture / [lata nponssoacrsa : Mar-2022 | Date of Expiry / Cpok roasocTu :Feb-2027

Analysis performed according ND / Anasu3s nposenen no HJ: [I NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuHHOCTL B cooTBeTCTBUMU C
onucaHuem

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 ygepxuBaHUsi OCHOBHbIX
rMKoB Ha XpomaTorpamme
nchbITyemMoro pacteopa  AOJDKHbI
COOTBETCTBOBATb BpemMeHam
yAepXmBaHuA NnuKoB Ha
Xpomarorpamme pacTeopa
CTaH4apTHbIX obpasuos
ubynpocbeHa v napauetamona
(paspen «Konu4ecrseHHoe
onpeaenexHve»)

3 |Average weight and 971.0 mg
mass uniformity /
CpeaHsist macca v
OLHOPOAHOCTb MO
macce

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

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

18/20 tablets — NMT + 5% /
18/20 TabneTok — He 6onee £ 5 %
2/20 tablets = NMT + 10% /
2/20 Tabnetok — He Gonee £ 10 %

Remarks : The Product conforms to ND/
IIpumeyanue: [Tponykt coorercTByeT Tpedosanusm HJI

Opinion : APPROVED
3axmouenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnnello: IMposepeno:Ramakant Qpo6peno: Menemxep /
Ankit : '«? 4 PykoBoauTels 94

[ o L Pavan Kumar Sharma < &—
Print Date: Print Date: Print Date:
Iara: 09.04. 2022 Hara: 09.04. 2022 HMara: 09.04. 2022
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknna®, TabaeTKH, NOKPBITHIE IUIeHO4HOil 060a049KoH, 400Mr + 325Mr

Batch No / Cepust Ne : V2200485

Batch Quantity / O6bem mapTuu : 776.0 Kg

040001553389, 890001584033

Analytical Report No / AHajuTH4€CKHIH 0T4ET Ne :

Date of Analysis / Jlata anaausa: 09.04.2022

Date of Manufacture / JlaTa npou3soicTBa : Mar-2022

Date of Expiry / Cpok roguocts :Feb-2027

Analysis performed according ND / Anajiu3 npoBejieH 1o HJI: 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, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

08 minutes 24 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacteopeHue

97% - 101%

98% - 101%

NLT 70% (Q) C13H1502 (|buprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1sO2
(nBynpodoeH) yepes 30 MuH

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

He meHee 70 % (Q) CsHsNO:
(napaueTamon) uepes 30 MuH

6 |Related substances /
PopactBeHHbIE MpMecH

0.04%

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npvmMecen
n6ynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (npuMech
napaveTamona) — He Gonee 0,005%

7 |Water/Bopa

1.2 %

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

Remarks : The Product conforms to ND/
IIpumeyanue: [IpogyKT COOTBETCTBYET tpeboBanuam H/I

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
IMToaroToBAeHO:

Checked by /
I[Tpoeepenn:Ramakant

it

Approved by: Manager/Executive /
Opobpeno: MeHemxep /
PykoBoaUTEND )
Pavan Kumar Sharma

P

N

Ankit
Print Date:

Jlara: 09.04. 2022

Print Date:
Jata: 09.04. 2022

Print Date:
Jata: 09.04. 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 : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  yww.drreddys.com

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTkH, IOKPLITHIE MIeHOYHOH 0601049K0i, 400Mr + 325mr

Batch No / Cepusa Ne : V2200485

Batch Quantity / O6bem naptuu : 776.0 Kg

040001553389, 890001584033

Analytical Report No / AHanuTHUYecKHH oT4yeT N¢ ¢ Date of Analysis / JaTa ananu3za: 09.04.2022

Date of Manufacture / lara npon3sojcTBa : Mar-2022 |Date of Expiry / Cpok rognocru :Feb-2027

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

*8 |Microbial limits /

microbial count /
OO06Lee uucno

yeasts and mould
count / O6wee uncno
OPONCKEBbIX U

Mwukpobuonoruyeckas
yucroTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /

a3poBHbIX
MUKPOOPraHM3mos
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /

He 6onee 1000 KOE/T

He 6onee 100 KOE/r

nrnecHeBbIX rpnboB Absent / OtcyTcTBYET
c) E. coli Shall be absent in 1g / OTcyTcTBME B
1ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuannue: [poaykr cootBeTcTByeT Tpebopanusm HJL | 3akmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToroToRNEHN: Tporepeno:Ramakant Ono6peHo: Menemxep /
Ankit B 7 1 PykoBoauTens D]
(é/ @w Pavan Kumar Sharma ,JIVT .

Print Date: Print Date: Print Date:
Jara: 09.04. 2022 Hara: 09.04. 2022 Hata: 09.04. 2022
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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

CEPTHOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxaun®, Tab1eTkH, NOKPBITHIE IIEHOYHOI 060104K0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200485

Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / Ananntryeckuii oruet Ne :
040001553389, 890001584033

Date of Analysis / JIaTa anannsa: 09.04.2022

Date of Manufacture / Iata npoussogcrsa : Mar-2022

Date of Expiry / Cpox rogaoctu :Feb-2027

Analysis performed according ND / Anann3 nposegen no HI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nam. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHoCTL 1.1 Mokasatenb npuemnemoctu (AV)
003upoBaHns [OomKeH ObITb He Gonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 MokasaTens npuemnemoctu (AV)
napauetamon nomkeH 6eITe He bonee 15,0.
10 |Assay/ 400.1 mg 360 to 440 mg of Ci3H0;
KonnuectBeHHOE (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr C3H10-
(BynpodbeH) B TabneTke
326.89 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,
(napauetamon) B Tabrietke

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykr cooTBeTcTBYeT TpeGoBauusaM HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Hara: 09.04. 2022

Hara: 09.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosacHo: [IpoBcpeno: Ramakant Ono6peno: Menewxep /
Ankit w PykoBoauTenn D
ﬁ _ Pavan Kumar Sharma <je——""7
— /l//,-f/
Print Date: Print Date: Print Date:

Jlata: 09.04. 2022
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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 : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, TabieTKH, NOKPLITHIE ILIEHOYHOI 060/1049K0i, 400Mr + 325MK

Batch No / Cepust Ne : V2200485

Batch Quantity / O6nem maptuu : 776.0 Kg

Analytical Report No / Amanurndecknii order No :
040001553389, 890001584033

Date of Analysis / JlaTa ananaun3za: 09.04.2022

Date of Manufacture / IaTa npousoacrea : Mar-2022

Date of Expiry / Cpok rogHoctn :Feb-2027

Analysis performed according ND / Ananu3 nposegen no HJ/I: ITN011252/01-110717 (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)

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. / o 10 TabneTok
a carton. / Mo 10 Tabnetok  |B [1BX/Al 6nuctep. Mo 1, 2 unn 20
B MBX/Al 6nucTep. Mo 1 B6rMCTEepOoB B Navky KapTOHHYIO
6rnucrepy B nauky BMECTE C UHCTPYKLIMEN no
KapTOHHYIO BMECTE C NPUMEHEHMIO.

UHCTPYKUMEN No
NPUMEHEHMIO.

12 | Labeling / MapkupoBska | According to ND / B cootBeTcTBUM ¢ HI]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaTtype He Boiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHOCTU

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IponyKT cooTBeTcTBYeT Tpebosanusm HI[ | 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IMpoeepeHo:Ramakant OnpobpeHo: Menemxep /
Ankit ; ) J PykoBoauTens 9,

@ 'ELL% Pavan Kumar Sharma <[?
Print Date: Print Date: Print Date:
Hata: 09.04. 2022 Hata: 09.04. 2022 JHata: 09.04. 2022
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