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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 : 491 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

HoykauH®, Ta0J€eTKH, NOKPHIThIE NJIeHO4HO#H 060/109K0ii, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2200390

Batch Quantity / O0bem mapTuu :
776.000 Kg

040001532880 890001577311

Analytical Report No / AnannTHaecknii oryer Ne :

Date of Analysis / lata anajnsa: 10.03.2022

Date of Manufacture / Jlata nponsBojctia : Feb-2022

Date of Expiry / Cpok roanoctu :Jan-2027

Analysis performed according ND / Ananus nposeten no HJI: T1N011252/01-110717 (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)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTkn kancynosuaHou
chopmbl, NoKpbITbIE
nieHoYHON oBornoykoii
OpaHXeBoro LBeTa, C pUCKou
Ha OOHOM CTOpPOHe, Ha

nonepeyHoMm paspese — A4po
fenoro upeTa

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

coated one-side scored. tablets;
on cross section- white to off-white
core / TabneTkM KancynoBuaHoOWN
dopMbl,  MOKPbITBIE  NAEHOYHON
060MNOYKO OpaHXeBoro LuBeTa, C
pUCKO/i Ha OOHOW CTOPOHE; Ha
ronepeyHoM  paspese aapo
Senoro nnu noyTtu 6enoro useTa

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanusm HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 10.03.2022

ara: 10.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[logrotrosneno: [TpoBepeHo: Ono6peno: Menemxep
Naresh Kumar @ Pardeep Kumar [ PykoBoautens
— Abhishek Chauhan ¢
Print Date: Print Date: Print Date:

Hata: 10.03.2022
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDHKAT AHAJIN3A

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

N6ykaun®, TabaeTKH, IOKPHITHIE IIeH04HOI 0601049K0#, 400Mr + 325mr

040001532880 890001577311

Batch No / Cepus Ne : V2200390 Batch Quantity / O6bemM mapTH :
776.000 Kg
Analytical Report No / AnamuTnyecknii oryer Ne : Date of Analysis / Jlata anannsa: 10.03.2022

Date of Manufacture / Iata npoussosctsa : Feb-2022 | Date of Expiry / Cpok rogsocru :Jan-2027

Analysis performed according ND / Ananus nposegen mo HJI: TIN011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MopnvHHOCTL B cooTtseTcTBMM C
onucaHnem

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
nnkoB Ha XpomaTtorpamme
NCMbITYEMOrO  pacTeBopa  AOJKHbI
COOTBETCTBOBATb BpeMeHam
yaepKuBaHna NnuKoB Ha
XpomaTorpammve pacTBopa
CTaHAapTHbIX o6pasuos
nbynpocdeHa u  napauetamona
(paspen «KonuuectseHHoe
onpegeneHne»)

3 |Average weight and 969.4 mg
mass uniformity /

CpeaHsia macca u
OLHOPOJHOCTL MO
mMacce

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 6onee £+ 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Tponykr cooTBeTcTBYeT Tpebosanuam H/

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by /
[ToaroTosaeHo: Q/ [TpoBepeHo:
v

Naresh Kumar Pardeep Kumar f

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBonuTens /
Abhishek Chauhan ¢

Print Date: Print Date:
Hata: 10.03,2022 Hara: 10.03.2022

Print Date:

JHara: 10.03.2022
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkann®, TabieTKH, NOKPLITHIE IIEHOYHOH 060J04Ko0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200390

Batch Quantity / O6bem napTuu :
776.000 Kg

040001532880 890001577311

Analytical Report No / AnanuTu4yeckuii oruer Ne :

Date of Analysis / JaTa anamm3sa: 10.03.2022

Date of Manufacture / /lata npousBoacrsa : Feb-2022

Date of Expiry / Cpok rognoct :Jan-2027

Analysis performed according ND / Ananus nposeaen no HJI: TIN011252/01-110717 (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 /
PacrniapaemocTb

09 minutes 58 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTsopeHue

91% - 97%

100% - 104%

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

He wmenee 70 % (Q) Ci3H102
(nbynpodpeH) yepes 30 MUH

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

He meHee 70 % (Q) CsHsNO:2
(napauetamon) yepes 30 MUH

6 |Related substances /
PopctBeHHbIE Nprumeck

BDL

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHoN (Npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/Boga

1.4 %

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: IIpoaykT cooTBeTcTByeT Tpebopanusm HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[JoarorosieHo: IIposepeHo: Onobpero: Menemxep
Naresh Kumar & Pardeep Kumar PykoBoaurens

of:/ Abhishek Chauhan
Print Date: Print Date: Print Date:
Jara: 10.03.2022 Jara: 10.03.2022 Hara: 10.03.2022
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CEPTHOUKAT AHAJIHU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykann®, TabiieTKH, IOKPLIThHIE NJIEHOYHOH 0601049KOH, 400mr + 325Mmr

Batch No / Cepusa Ne : V2200390 Batch Quantity / O0bem napTun :
776.000 Kg
Analytical Report No / AHajuTHYecKkHii oT4eT Ne : Date of Analysis / JlaTa ananu3a: 10.03.2022

040001532880 890001577311

Date of Manufacture / lata nponssoactsa : Feb-2022  [Date of Expiry / Cpok roanocru :Jan-2027

Analysis performed according ND / Ananu3 nposenen no HJI: IT NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ m3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucrtoTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6wee 4yucno
a3pOoBHbIX
MUKPOOpPraHn3moB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / Obwee yuncno
APONCKEBBIX Y

nnecHeBsbIX rpuboB Absent / OTtcyTcTBYET
c) E. coli Shall be absent in 1g / OTcyTcTBYE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanue: [IpoaykT cooTBeTcTByeT TpeGoannsam HJI | 3akmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroseHo: [IposepeHo: Ono6peno: Menexep /
Naresh Kumar /4y Pardeep Kumar " PykoBoautenns
_— Abhishek Chauhan |

Print Date: Print Date: Print Date:
Jata: 10.03.2022 Jata: 10.03.2022 Jara: 10.03.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHOHUEKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxauH®, TabaeTKH, NOKPBITHIE NIEHOYHOH 06oJi0uKoii, 400mr + 325mr

Batch No / Cepust Ne : V2200390

Batch Quantity / O6beM napTuu :
776.000 Kg

040001532880 890001577311

Analytical Report No / AHanuTHueckuii oTaer No :

Date of Analysis / JIata anaymsa: 10.03.2022

Date of Manufacture / Jlata npon3sogcrsa : Feb-2022

Date of Expiry / Cpok roanocrtu :Jan-2027

Analysis performed according ND / Anasnn3 nposenen no HJL: TI N011252/01-1 10717 (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 3.9 MokasaTtenb npuemnemoctyn (AV)
0031poBaHusA JAorkeH bbiTb He Gonee 15,0.
Ibuprofen /
nbynpodoeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.5 Mokasatens npuemnemoctun (AV)
napaueTamor JoMmKeH obiTb He Gonee 15,0.
10 |Assay/ 385.7mg 360 to 440 mg of Ci3HisO2
KonnyecTteeHHoe (Ibuprofen) per tablet /
onpeaerieHue Ot 360,0 mr ao 440,0 mr Ci3H+O2
(ubynpodbeH) B Tabnetke
328.52 mg 2925 to 357.50 mg of CgHgNO:2
(Paracetamol) per tablet /
OT1 292,5 mr go 357,5 mr CgHoNO2
(napaueTamon) B TabneTtke

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipoaykt coorsercTByeT TpebosannaM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /
[ToaroToByieHO: [Tposepeno:
Naresh Kumar é Pardeep Kumar f

3 ol

Approved by: Manager/Executive /

Ono6peno: Menemxep /
PykoBoauTtesns 1
Abhishek Chauhan >

Print Date: Print Date:

Hara: 10.03.2022 Jara: 10.03.2022

Print Date:
Hata: 10.03.2022
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Dr' Reddy S 4 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTH®HKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NGyxaun®, TabneTKku, NOKPHITHIE ILIeHOYHOH 000104K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2200390 Batch Quantity / O6bem mapTuu :
776.000 Kg
Analytical Report No / AHanuTHYecKknii oTyeT Ne : Date of Analysis / JlaTa anaausa: 10.03.2022

040001532880 890001577311

Date of Manufacture / Jlata npoussoacrsa : Feb-2022  |Date of Expiry / Cpox roauocty :Jan-2027

Analysis performed according ND / Anaqus mposeaen no HJI: II NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ nam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |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. / o 10 TabneTok
a carton. / Mo 10 Tabnetok  [B MBX/Al 6nmnctep. Mo 1, 2 unn 20

B MBX/Al 6nuctep. Mo 1 OnWCTEPOB B NAYKy KapPTOHHYIO
GnucTepy B navky BMeCTe C MHCTPYKLMe no
KapTOHHYIO BMECTe C NPUMEHEHUIO.

WHCTpYyKUWen no

NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootseTcTuv ¢ HO
13 | Storage conditions / At temperature not more than 25 °C./

XpaHeHve Mpwn TemnepaTtype He Bollwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

rogHoCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTBeTcTBYeT Tpebopauuam HJI | 3axiiovenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TomrorosieHo: [TpoBepeHo: OnobpeHo: Menemkep,/
Naresh Kumar & Pardeep Kumar J"/) PyxoBoautens fk,

= — Abhishek Chauhan {2

Print Date: Print Date: Print Date:
Jara: 10.03.2022 Jara: 10.03.2022 Hara: 10.03.2022
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