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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUPOHUKAT AHAJIM3A

Page 1 of S/ Crp. 1 35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyKIAMH®, TabJieTKH, MOKPbITHIE MJIeHOYHOIH 060104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300266

Batch Quantity / O6bem maptuu : 727.5 KG

040001772744

Analytical Report No / AHajiuTHYecKHit oT4eT No ¢

Date of Analysis / JlaTta ananuza: 24.02.2023

Date of Manufacture / {aTa nponzBoactsa : Feb-2023

Date of Expiry / Cpok rogsocru : Jan-2028

Analysis performed according ND / Ananu3 nposegen mo HJI: [T N011252/01-300522

Ne Test / ITokazaTeJnb

Results/ PesyvabTars!

Specification / Hopma

1 [Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetkn
KarncynoBUAHONH (OpPMBbI, TOKPLITHIE
IJICHOYHOH 00605104K0# OpaHKeBOro |
L[BETa, C PHCKOIl Ha OJHOI CTOpOHE;
Ha [IONEPEYHOM paszpese SAPO
Oenoro BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  KkamcynoBHAHOM opmbl,
NOKPBITHIE NJEHOYHOMH obonoukoii
OpaH)KEBOr0 1BETA, C PUCKOI Ha OXHON
CTOPOHE; Ha MOMNEepPeYyHOM paspese — saApo
Oenoro unu NoyTH Oenoro LUBeTa.

Remarks: The Product conforms to ND/
IIpumevanne: [poaykt cootsercTByeT TpeboBaHusm HJL

Opinion: APPROVED
3akiawuenne: OJJOBPEHO

Prepared by /
INogrorosneno: Shivani

Devi A ,/

Checked by /
[Iposepeno: Pardeep Kumar

o —

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBoauT
" enb : Amit Kumar
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 2 of 5/ Cp.2 3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, TabJeTKH, NOKPbITHIE ILIEHOYHOI 060/a04K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300266

Batch Quantity / Oobem naptuu : 727.5 KG

040001772744

Analytical Report No / AHajuTHYecKkHii oTyeT No ¢

Date of Analysis / lata anaan3a: 24.02.2023

Date of Manufacture / /lata nupoussoactsa : Feb-2023

Date of Expiry / Cpok roasocti : Jan-2028

Analysis performed according ND / Anamns nposenen no HJI: T1 NO11252/01-300522

2 Identification /
IMoanuHHOCTL

Complies as prescribed/
CoorsercTByeT

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) /

Bpemena ynep)xuBaHusi OCHOBHBIX TTHKOB
Ha XpomaTorpamMmme UCITBITYEMOTO
pacTBOpa  JOJKHBI  COOTBETCTBOBATh
BpEMEHaM  YAepXWBaHWS THKOB  Ha
XpoMaTorpaMmme pacTBOpa CTaHAAPTHBIX
obpasuos ubynpodeHa m mapareramona

Cpennss macca
TabneToK

(paznen «KonuyecTBeHHOE
OIpeNETICHUE»)
3 |Average tablets weight 973.1 mg/973.1 mMr 940.9 mg to 999.1 mg

(970.0 mg £ 3%) /
Or 940,9 MI 110
(970,0 Mr + 3 %)

999,1 MT

Remarks: The Product conforms to ND/
IIpumewanne: [Iponykt cootBeTcTBYET TpeboBaHUAM H]I

Opinion: APPROVED
3akawuenue: OJJIOBPEHO

Prepared by /
IHoarorosneno: Shivani

Devi A,’,

Checked by /
IIposepeno: Pardeep Kumar

Lo

Approved by: Manager/Executive
/Ono6peno:MeHemxep/PykoBoauT
enb : Amit Kumar

L]

Reprint Date: 24.02.2023
Hara:

Reprint Date: 24.02.2023
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page30of 5/ Ctp.3 u3z 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykaun®), TabdieTku, NOKPHLITHIC MJIeHOYHOH 000104K0i, 400 mr + 325 mr

Batch No / Cepus No : V2300266

Batch Quantity / O6bem paptuu : 727.5 KG

040001772744

Analytical Report No / AHanutH4yecknii oTuer Ne :

Date of Analysis / lara anasnsa: 24.02.2023

Date of Manufacture / /lata nponssoacrsa : Feb-2023

Date of Expiry / Cpok rognocru : Jan-2028

Analysis performed according ND / Anaaus nposegen no HJI: T N011252/01-300522

4 |Disintegration /
PacnagaemMocTh

07 min /07 mu

Not more than 30 minutes /
He 6onee 30 mun

5 |Dissolution /
PacteopeHue

97 % to 106 %

97% to 102 %

INot less than 70% (Q) C;3His0s
(Ibuprofen) dissolved in 30 minutes /

He MEHeEe 70 % (Q) C13H1502
(udynpoden) uepez 30 MuH

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaueramosn) yepes 30 MHUH

6 |Related substances /
Poncreennbie npumecu
Method 1/ Meton 1

Method 2 / Meton 2

0.0003 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amunodenon (mpuMmech mnapaiieramora)
- not more than 0.005% /

He 6ogee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobad enuwHHuHas
npuMech (ubynpodena HIIN
napaueramosa) - not more than 0.3% /

He bonee 0,3 %

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

Remarks: The Product conforms to ND/
ITpumeuanue: [TponykT cooTBercTBYeT TpeboBanusam HJT

Opinion: APPROVED
3aknwuenne: OJJOBPEHO

Preparcd by /
IMToarorosneno: Shivani

Devi ’/ﬁ'f

Checked by /
ITpoBepeHo: Pardeep Kumar

SN

Approved by: Manager/Executive
/On06peno:MeHe mxep/PykoBoauT
enb : Amit Kumar

R

Reprint Date: 24.02.2023
Hara:

Reprint Date: 24.02.2023
HaTa:

Reprint Date: 24.02.2023
Hara:
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Page 4 of 5/ Cr1p. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykAHH®), TA0ACTKH, IOKPBITHIE I1EHOYHOI 000/104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300266

Batch Quantity / O6bem maptuu : 727.5 KG

040001772744

Analytical Report No / Anasurudeckuii oraer Ne :

Date of Analysis / laTa ananusa: 24.02.2023

Date of Manufacture / /lata npoussogacrsa : Feb-2023

Date of Expiry / Cpok rognoctu : Jan-2028

Analysis performed according ND / Ananus nposeaen no HJI: 1 N011252/01-300522

a) Total acrobic
microbial count /
O6mmee yncno
a’pobHbIX
MHUKPOOPTaHU3MOB

b) Total combined
/ Obuiee uncio
JIPOMOKEBBIX 1

NJIECHEBBIX TpubOB

c) E. coli

yeasts and mould count

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

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

Absent / OTcyTcTBYET

7 |Water/ Bona 1.5 % Not more than 5.0% /
He 6omee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
[units / 1.4 more than 15.0/
OnpHopoaHOCTB [Tokazatens npuemnemoctr (AV) nomkel
JIO3UPOBAHUS ObITh He Gonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.6 more than 15.0/
- Paracetamol/ [Tokazarens npuemnemoctu (AV) gomkeH
napaneramont OniTh He Gonee 15,0
9 [Microbial limits /
Mukpo6unonornyeckas
YHUCTOTA

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 lg / OrcyrcTBHe B
Ir

Remarks: The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercTByeT Tpebopanusm HJT

Opinion: APPROVED
3akawuenue: OJJOBPEHO

Prepared by /
IToarotoBnexo: Shivani

Devi /&T

Checked by /
Ilpoeepeno: Pardeep Kumar

o —

Approved by: Manager/Executive
/OnobpeHo:MeHemxep/PykoBoauT
enb : Amit Kumar
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Reprint Date: 24.02.2023
Hara:

Reprint Date: 24.02.2023
Jlata:

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: L85195AP1984PLC0O04507

www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

/ P Formulation Unit-6

Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02

www.drreddys.com
CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page5of 5/CTp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabieTkH, NOKPBITHIE IIEHOYHOH 000,104K0il, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300266 Batch Quantity / O6bem naprun : 727.5 KG
Analytical Report No / AHanuTHueckuii oTuer N : Date of Analysis / lata ananusa: 24.02.2023
040001772744

Date of Manufacture / /lata nponsBojictsa : Feb-2023 |Date of Expiry / Cpox roanoctu : Jan-2028

Analysis performed according ND / Ananu3 nposesen no HJL: I1N011252/01-300522

10 ASS&y/ 360.0 to 440.0 mg of C13H 1530,
KonuuectseHHoe 404.4 mg/ 404.4 mr (Ibuprofen) per tablet /
onpeneieHne Ot 360,0 mMr pno 440,0 mr C;3HisO;

(nbynpoden) B TaDNETKE

2025 to 3575 mg of CsHoNO:
320.24 mg / 320.24 mr (Paracetamol) per tablet /

Ot 292,5 mr po 357,5 mr CgHoNO:
(napaueramo) B TabJICTKE

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / Tlo 10 |in a carlon. / Ilo 10 Tabnetox B MIBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |6ancrep. Tlo 1, 2 unan 20 6nucrepos B
faucTepy B TMayKy KapTOHHYIO |Tadky KapTOHHYIO BMECTE c
BMeCTe ¢ UHCTpYKLneH HHCTpYKIMeH 10 NPUMEHEHHIO.

10 MPUMEHEHHIO.

12 | Labeling / Mapxuposka| According to ND. / B coorsercreuu ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe ITpu Temnepatype He Bbiue 25 °C.
14 | Shelf life / Cpoxk 5 years /5 ner
TOAHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [Ipoaykr coorsercTByeT Tpebosanusam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMogroroeneHo: Shivani [NpoeepeHo: Pardeep Kumar /Ono6peno:Menemxep/PykoBoaut

Devi — elib : Amit Kumar

Reprint Date: 24.02.2023 Reprint Date: 24.02.2023 Reprint Date: 24.02.2023
Hata: Hara: Hara:
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