A q... Dr. Reddy's Laboratories Ltd.
e Formulation Unit-6
Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UGykAH®, TaGaeTKH, MOKPbITHIE IJIeHO4HOI 060a04Kol, 400Mr + 325Mr B
Batch No / Cepus Ne : V2201290 Batch Quantity / O6bem napthu : 776.0Kg

Analytical Report No / Aqaautnuecknii otdyer Ne : Date of Analysis / lara anaansza: 12.07.2022
040001599890, 890001601063
Date of Manufacture / Jlata mpouseoacTba : Jun-2022 | Date of Expiry / Cpok rognocrn :May-2027
Analysis performed according ND / Ananus nposeaen no H/: 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, n3m. No 2 or 23.09.2019)

S. Test Result Specification
No
1 |Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-
film-coated one-side scored|coated one-side scored tablets;
tablets; on cross section- white to off-white
on cross section- white core /|core / TabneTkun KancynoBuaHON
Tabnetku KancynoBuaHOM (hbopMbl,  MOKPbITbIE  NIEHOYHON

dbopmbl, NoKpbITblE |0BONOYKON OpaHXeBoro LuseTa, C
nneHo4YHon 00ONOYKOM|pUCKOA Ha OOHOW CTOpPOHe; Ha
OpaHXeBOro LiBeTa, C pUCKoi|nonepedHoM  paspese —  a4po

Ha oOAHOW CcTopoHe; Ha|benoro unu noytun 6enoro UseTa
nonepeyYyHom paspese — a4po
Genoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TponykT coorBeTcTBYeT Tpebosanusm HJI | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroneHo: [Iposepeno: RamaKant Onobpeno: Menenxep /
Mani‘s}{__S_hgrma @™ \ ‘d PykoBonuTens :Manoj quar
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Print Date: Print Date: Print Date:
Hara: 12.07.2022 Hara:12.07.2022 Hara: 12.07.2022

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: L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTU®HKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaun®, TabneTKu, NOKPLIThIE MIeHo4YHOoH 000/104K0i, 400mr + 325Mr

Batch No / Cepust Ne : V2201290

Batch Quantity / Oobem naptun : 776.0Kg |

Analytical Report No / AnanuTH4eckuii oTyer Ne :
040001599890, 890001601063

Date of Analysis / JlaTa anannsza: 12.07.2022

Date of Manufacture / Jlata npou3sojcrsa : Jun-2022

Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Ananus nposenes mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 | Identification /
[MoannHHOCTL

a) Complies as prescribed/
B cooTtBETCTBMU C

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

mass uniformity /
CpepaHsas macca n
OAHOPOAHOCTL NO
macce

Complies /cooTBeTCTBUN C

onncaHnem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa ygepusaHusi OCHOBHbIX
MnKOB Ha Xpomarorpamme
UCMbITYEMOro  pacTsopa  AOSMXKHbI
COOTBETCTBOBATH BpeMeHam
yAEpPKNBaHNA NnKoB Ha
Xpomartorpamme pacTteopa
CTaH4apTHbIX obpasuos
nbynpocpeHa ¥  napaueTamona
(paspen «KonunuecteeHHoe
onpenenexHune) )
3 |Average weight and 970.0 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %) /
Or 9409 wMmr po
(970,0 mr + 3,0 %)

999,1 wr

18/20 tablets — NMT + 5% /
18/20 Tabretok — He bornee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee + 10 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IponyKT cOOTBETCTBYET Tpebosanusam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToxarorosneHo:
Manish Sharma

Bl [ T/
= AT
—

Checked by /
IIposepeno: RamaKant

{

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoaurens :Manoj Kumar

Print Date:
Jara: 12.07.2022

Print Date:
Hara:12.07.2022

Print Date:
Jara: 12.07.2022

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: L85195AP1984PLCO04507

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

CEPTUDUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkaua®, TabJeTKH, MOKPbITHIE MIeHoYHOH 060/104uK0l, 400mr + 325mr

Batch No / Cepust Ne : V2201290

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHanuTHUYeCKHRi oT4eT No :

040001599890, 890001601063

Date of Analysis / Jlata ananusa: 12.07.2022

Date of Manufacture / laTta npou3soactsa : Jun-2022

Date of Expiry / Cpok rogaocty :May-2027

Analysis performed according ND / Anaaus nposegen no H/I: [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 o1 23.09.2019)

4 |Disintegration /
PacnapaemocTb

10 minutes 33 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTteopeHue

96% - 97%

95% - 98%

NLT 70% (Q) C13H1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(nbynpodpeH) yepes 30 MuH

C13H102

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

He wmeHee 70 % (Q) CsHoNO:

(napauetamon) Yepes 30 MUH

6 |Related substances /
PogcrteeHHblE NpyMec

0.04%

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (NpUMech
napauetTamona) — He bonee 0,005%

7 |Water/ Bopa

1.6%

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

Remarks : The Product conforms to ND/

Ipumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanusam HJ|

Opinion : APPROVED
3aknwuenue: OJIOBPEHO

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

[loarorosneHo: IIpoBepeno: RamaKant Onobpexo: Menemxep /

Manish Sharma PyxoBoautens :Manoj Kumar
== \ e

Print Date: Print Date: Print Date:

Jata: 12.07.2022

Hata:12.07.2022

Hata: 12.07.2022

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
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CERTIFICATE OF ANALYSIS

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

Vill. Khoi, 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
Noykanu®, TabieTkH, NOKPBITHIE IJIEHOYHOH 000104K0#, 400Mr + 325mr

Batch No / Cepusi Ne : V2201290

Batch Quantity / O6bem naptun : 776.0Kg

040001599890, 890001601063

Analytical Report No / AHaauTH4ecKHuii oTuer No :

Date of Analysis / laTa anaau3sa: 12.07.2022

Date of Manufacture / {lata npousBojcTea : Jun-2022

Date of Expiry / Cpok rognocts :May-2027

Analysis performed according ND / Anasus npoeeaen mo H/I: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 [Microbial limits /
Mukpoburonornyeckas
yucToTa

a) Total aerobic
microbial count /
O06Lee yncno
a3pobHbIX
MUWKpPOOPTaHM3MOB

b) Total combined
yeasts and mould
count / OBuee uucro
OPONOKEBBIX U
nnecHeBbIX rpubos

c) E. coli

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

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

Absent / OTtcyTcTBYET

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 / OTcyTcTBrE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanue: [Iponykt cootsercTByeT Tpebosanusam HJI | 3akmouenne: OTOBPEHO

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

[loarorosneno: [Iposepeno: RamaKant OnobpeHo: Menemxep /

Manish Sharma ) wg’ Pykosoautens :Manoj Kumar
=k s ol

Print Date: Print Date: Print Date:
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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

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
No6ykanH®, TabaeTky, MOKPLITHIE MIEHO4YHOIi 060104 Koii, 400mr + 325mr

Batch No / Cepust Ne : V2201290

Batch Quantity / O0beM napTus :

776.0Kg

040001599890, 890001601063

Analytical Report No / Ananurudeckuii oruer No :

Date of Analysis / laTa ananu3za: 12.07.2022

Date of Manufacture / JIaTa npouzsoactsa : Jun-2022

Date of Expiry / Cpok roggoctu :May-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ 13m. Ne 1 o1 06.09.2018, 13m. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage

Acceptance value (AV) should be\‘

units not more than 15.0 /
/ OaHopoaHoCTb 29 MokasaTenb npuemnemocTn (AV)
003UpoBaHuUA JorkeH ObITb He Bonee 15,0.
ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.7 not more than 15.0 /

Paracetamol / MoxasaTenb npuemnemocTtn (AV)
napaueTamon JormkeH ObiTb He Bonee 15,0.

10 |Assay/ 388.3 mg 360 to 440 mg of CizHieO2
KonuyecTtseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr CiaH102

(mbynpodreH) B Tabnetke
323.19mg

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

Ot 292,5 mr po 357,5 mr CsHgNO-
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanne: [TpoayKT cooTBeTCTBYET TpeboBanuam HJ

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Prepared by /
[ToarorosieHoO:
Mamsh Sha /&3

_—_/

Checked by /
[IpoeepeHo: RamaKant

Approved by: Manager/Executive /
Ono6peno: Menenxep /
PyxoBoauTens :Manoj Kun

Print Date:
Jata: 12.07.2022

Print Date:
Jara:12.07.2022

a:ig‘/““
Print Date:

Hara: 12.07.2022
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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

CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanH®, TabaeTkH, NOKPHIThIE NJIeHOYHOiT 000/104K0il, 400Mr + 325Mr

Batch No / Cepus Ne: V2201290

Batch Quantity / Oobem napruu : 776.0Kg

040001599890, 890001601063

Analytical Report No / Anajaurnyeckuii oruer Ne :

Date of Analysis / lata anaau3a: 12.07.2022

Date of Manufacture / Jlata npoussosacrsa : Jun-2022

Date of Expiry / Cpok rogsocru :May-2027

Analysis performed according ND / Ananu3 nposegen no 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, 113m. Ne 2 o1 23.09.2019)

11 | Package / YnakoBka |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 leafletin |leaflet in a carton. / INo 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MBX/Al 6niictep. o 1, 2 nnu 20
B MBX/Al 6nuctep. Mo 1 OnncTepos B Nadky KAPTOHHYIO
onucTepy B nayvky BMeCTe C UHCTPYKLuen no
KapTOHHY BMecCTe ¢ NPUMEHEHWNIO.

WUHCTPYKLUWERN NO
NPUMEHEHHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTtcTaumn ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHve Mpy Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

ro4HOCTM

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanue: [Ipoaykt coorsercrayeT TpeGosanusm HJ[ | 3akmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonroroenexo: [Ipoeepeno: RamaKant Ono6peno: Menemxep /
Manish Sharma 0 [ U PykoBoautesns :Manoj Km)nar
S 5\) L 2
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