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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

CEPTHOPHKAT AHAJIN3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

N6ykAMH®, Ta61eTKH, NOKPbIThIE NIeH04HOIT 000104K0i, 400mr + 325Mr

Batch No / Cepus Ne : V2200842

Batch Quantity / O6bem maprun : 776.0 Kg

040001570976, 890001590974

Analytical Report No / AnanuTnyeckuii oruer No :

Date of Analysis / Jlata ananu3za: 19.05.2022

Date of Manufacture / Jlara npousBoicrsa : Apr-2022

Date of Expiry / Cpok ropoctu :Mar-2027

Analysis performed according ND / Ananns nposegen mo HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

film-coated one-side scored
tablets;

on cross section- off white
core / TabneTkn
KancyfioBuaHown dhopmsbl,
nokpbIThle NIeHOYHOM
000no4Kom OpaHXKeBoro
LBeTa, C PUCKOW Ha ofHom
CTOpPOHE; Ha nornepe4yHoM
paspese - sappo 6Geroro
LuBeTa

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

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkum KkancynoBUAHOW
dopmbl,  MOKPbITHIE  MIIEHOYHON
0BOMOYKoN OpaHxeBoro LuBeTa, C
pUCKON Ha OOHOW CTOPOHe; Ha
NnornepeyHoM  paspese A4P0
Benoro nnun noytn 6enoro LBeTa

Remarks : The Product conforms to ND/
Mpumeuanne: [Tpoaykt cooTBeTCTBYET Tpebosanusam HJI

Opinion : APPROVED
3aknwouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITposepeHo:Pravesh Rana OnobpeHo: Menemxep /
Ankit 5 N PykoBoautens :Amit Kumar
(2 \L N
2 —p ( e Y
Print Date: Print Date: Print Date:
Jara: 19.05.2022 Jara: 19.05.2022 Jara: 19.05.2022
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Dr.Reddy’s Q‘:'

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

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

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02

CEPTUOUKAT AHAJIM3A  Www.drreddys.com

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

U6ykaun®, TabaeTku, NOKPHITHIE MIIeHOYHOi 060104UKO0#H, 400mMr + 325Mr

Batch No / Cepust Ne : V2200842 Batch Quantity / O6bem naptuu : 776.0 Kg

040001570976, 890001590974

Analytical Report No / Ananurnueckuni ordger No : Date of Analysis / JlaTa ananu3za: 19.05.2022

Date of Manufacture / JJata npoussoactsa : Apr-2022  |Date of Expiry / Cpok rognocru :Mar-2027

Analysis performed according ND / Anann3 nposeaes mo HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoagnnHHOCTL B cooTBeTCTBUM C
onncaHnem

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 yaepXuBaHUSA OCHOBHbIX
MUKOB Ha XpomaTtorpamme
UCMbLITYEMOTO  pacTsopa  AOJTXKHbI
COOTBETCTBOBATL BpEMEHaM
yaEpKUBaHUSA NnnKoB Ha
Xpomartorpamme pacTteopa
CTaHAapTHbIX obpasuos
nbynpocbeHa ©  napauetamona
(pazaen «KonuyectseHHoe
onpegerneHue»)

3 |Average weight and 967.0 mg
mass uniformity /
CpeaHsis macca u
04HOPOAHOCTL MO
mMacce

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

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

18/20 tablets — NMT = 5% /
18/20 TabneTok — He Gonee = 5 %
2/20 tablets — NMT £ 10% /
2/20 TabneTtok — He Bonee £ 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykt cooTBeTcTBYeT Tpebopanuam HJI

Opinion : APPROVED
3akirouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITpoeepeHo:Pravesh Rana Opmobpeno: MeHemxep /
Ankit . [ PykoBoautens :Amit Kumar
L —
Print Date: Print Date: Print Date:
Hata: 19.05.2022 Hata: 19.05.2022 Hata: 19.05.2022
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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

CEPTUPHUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

H6ykaun®, Ta6aeTKH, HOKPBITbIe N1eHOYHOH 0060J104K0i, 400mr + 325mMr

Batch No / Cepust Ne : V2200842

Batch Quantity / O6bem maptun : 776.0 Kg

040001570976, 890001590974

Analytical Report No / AHannTH9eckuii oTueT Ne :

Date of Analysis / [lata anamsa: 19.05.2022

Date of Manufacture / JaTa npousBoacTsa : Apr-2022

Date of Expiry / Cpok rogHoctu :Mar-2027

Analysis performed according ND / Anain3 nposeaes no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

08 minutes 45 seconds

Not more than 30 minutes /
He 6onee 30 mnH

S |Dissolution /
PactBopeHue

98% - 102%

98% - 102%

NLT 70% (Q) C13H150:2 (Ibuprofen)
dissolved in 30 minutes /
He wmerHee 70 % (Q)
(nbynpodpeH) yepes 30 MyH
NLT 70% Q)
(Paracetamol) dissolved
minutes /

He menee 70 % (Q) CgH9NO:
(napauetamon) yepes 30 MUH

C13H 1502

CsHgNO2
in 30

6 |Related substances /
PopacTtBeHHblE npuMecH

0.03 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (NpUmech
napaueTamona) — He 6onee 0,005%

7 |Water/Boga

1.4 %

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

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykr cootBeTcTBYeT Tpeboranuam HJI

Opinion : APPROVED
3akniouenue: OJJOBPEHO

Jara: 19.05.2022

Jara: 19.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToByeHo: [TposepeHo:Pravesh Rana Ono6peno: Menemxep /

Ankit 7~ " Pykopoaurens :Amit Kumar

Print Date: Print Date: Print Date:

Jara: 19.05.2022
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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

CEPTU®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykAnH®, Ta6NeTKH, NOKPbITHIC MIeHOYHOH 000104K0ii, 400mMr + 325mr

Batch No / Cepust Ne : V2200842

Batch Quantity / O6bem maprtuu : 776.0 Kg

Analytical Report No / AHaauTH4ecKHit oTyeT No :
040001570976, 890001550974

Date of Analysis / /lata anann3za: 19.05.2022

Date of Manufacture / lata npou3sojacrsa : Apr-2022

Date of Expiry / Cpok rogaocru :Mar-2027

Analysis performed according ND / Anann3 nposeaes mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonornyeckas
ynucToTa

a) Total aerobic
microbial count /
O6Lwee uncno
a3pobHbIX
MUKPOOpPraHu3MoB

b) Total combined
yeasts and mould
count / O6Llee uncno
LPOXOKEBbLIX W
nnecHesbIx rpnbos

c) E. coli

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

Less than 5 CFU/g /
MeHnee 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
1ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
IHpumevanue: [Ipoaykr cooTeTcTBYeT Tpebopanusam HJI | 3akaouenne: OMTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToneHo: IIpoeepeno:Pravesh Rana Onobpeno: Menemxep /
Ankit /ﬁ ' Pykosoautens :Amit Kumar
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Print Date: Print Date: Print Date:
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, TabneTku, NOKPLITHIE MIeHOYHOiT 000104K0#H, 400mr + 325Mr

Batch No / Cepusi Ne : V2200842

Batch Quantity / O6bem mapTum : 776.0 Kg

040001570976, 8900015950974

Analytical Report No / AranuTHuecknii order Ne :

Date of Analysis / J/Iata ananu3a: 19.05.2022

Date of Manufacture / lata npon3Boacrsa : Apr-2022

Date of Expiry / Cpok rogHocTu :Mar-2027

Analysis performed according ND / Ananu3 nposenen 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, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units 2.1 not more than 15.0 /
/ OgHopogHoCTb MokasaTenb npuemnemocTn (AV)
| po3MpoBaHMA JomkeH ObITk He Bonee 15,0.
fbuprofen /
nbynpodceH 21 Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / MokasaTtenb npuemnemoctu (AV)
napauetamon JorkeH ObiTe He Bonee 15,0.
10 |Assay/ 394.7 mg 360 to 440 mg of CiHs02
KonunyecTteeHHoe (Ibuprofen) per tablet /
onpegenexve Ot 360,0 mr go 440,0 mr Cq3H1502
(nbynpodpeH) B TabneTke
322.36 mg 2925 to 357.50 mg of CgHeNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoaykT coorBeTcTBYeT TpeboBaHusam HJJ

Opinion : APPROVED
3akmouyenue: OJOBPEHO

Prepared by /
IloarorosneHo:

Checked by /
[Tposepenqg:Pravesh Rana

pf

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens :Amit Kumar

Ankit ﬁ
Print Date:

JHata: 19.05.2022

Print Date:
Hata: 19.05.2022

/ATV:\/
Print Date:

Hara: 19.05.2022
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‘. ® Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dl’. Reddy S 9 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02
CEPTU®UKAT AHAJIM3A  Www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxaun®, TabaeTky, NOKPBITHIE MJIeHOYHOIT 060a04K0i, 400mr + 325mr

Batch No / Cepus Ne : V2200842 Batch Quantity / Oobem nmaprun : 776.0 Kg

Analytical Report No / Ananutudecknii order Ne : Date of Analysis / /IlaTa anann3za: 19.05.2022
040001570976, 890001590974

Date of Manufacture / lata npousBoacrsa : Apr-2022  |Date of Expiry / Cpok roanoctu :Mar-2027

Analysis performed according ND / Anaau3s nposeaex mo HI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. 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. / Mo 10 TabneTtok
a carton. / Mo 10 Tabnetok  |B MNBX/Al 6nuctep. o 1, 2 unn 20

B MBX/Al 6nncrep. Mo 1 OnncTepoB B Nadky KapTOHHYHO
BrnncTepy B Nayky BMeECTe C MHCTpyKUUen no
KapTOHHYIO BMeCTe C NPUMEHEHMIO.

WHCTpYKUMER no

NPUMEHEHMNIO.

12 | Labeling / MapkupoBska | According to ND / B cootBeTcTaumn ¢ Hf]

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpw TemnepaTtype He Bobiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net

FO4HOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IponykT cooTseTcTByeT Tpebopanusam HJ[ | 3axmouenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: Hposepeao:l/’;ravesh Rana Onobpeno: Menemxep /

Pykosoautens :Amit Kumar

Ankit o L
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