Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;j,
Distt. Solan, H.P.,, 173 205, INDIA

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

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg +325 mg
U6yk1MH®, Tab/1eTKH, NOKPbITHIE NI1eH0YHOIT 06004uKoii, 400mMr + 325mr

Batch No / Cepust Ne : V2202246

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHanuTH4eckuii ot4yeT No :
040001675320,890001624263

Date

of Analysis / JlaTa ananu3a: 02.11.2022

Date of Manufacture / [lata npoussoacrsa : OCT-2022 |Date of Expiry / Cpox rogsoct :SEP-2027

Analysis performed according ND / Ananu3 nposegen o 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, n3m. Ne 2 ot 23.09.2019)

film-coated one-side scored
tablets;

on cross section- white core /
TabneTtku KancynoBuaHon
dopmbl, noKpbIThlIE
MyeHOYHON obonoykon

opaHXeBoro LBeTa, C pUCKON
Ha OfHOW CTOpOHE;, Ha
nornepe4YHoM paspese — S4po
6enoro useTa

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

coated one-side scored tablets;
on cross section- white to off-white
core |/ Tabnetkm KancysroBUAHON
hopmMbl,  MOKPbITbIE  NNEHOYHOW
0B0NOYKON oOpaHxeBoro LBeTa, C
pUCKOM Ha OfHOW CTOpPOHE; Ha
nornepe4yHoM paspese —  F4pO
Bernoro unu no4ytn 6enoro LBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpunmeuanue: TpoaykT cooTeeTeTBYeT TpeGosannam HJL | 3akmouenne: O/JIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: I[IpoBepeno: Himesh kumar | Ono6peHo: Menemxep /
Ramakant w CIAL/_Q PykoBoautens :Manoj Kumar

- oo
Print Date: Print Date: Print Date:
Jara: 02.11.2022 Hara; 02.11.2022 Hata. 02.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel. 191 40 4900 2900, Maa. 191 40 4900 2999, Cmiail
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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

CEPTHU®HUKAT AHAJIN3A

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

U6y kaAna®, TabaeTkH, MOKPbIThIE NIeHoYHOl 06004uK0i, 400Mr + 325mr

Batch No / Cepus No : V2202246 Batch Quantity / O6bem maptun : 776.0Kg

040001675320,890001624263

Analytical Report No / Ananutnyeckuii oryer Ne : Date of Analysis / laTa asanu3za: 02.11.2022

Date of Manufacture / Jlata npoussoacrsa : OCT-2022 |Date of Expiry / Cpok rognocru :SEP-2027

Analysis performed according ND / Ananu3s nposeaen mo HJI: [T N011252/01-1 10717 (amend Ne 1 from
_06.09.2018, amend Ne 2 from 23.09.2019/ uzm. No 1 ot 06.09.2018, nzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoannMHHOCTL B cooTBeTCcTBUM C
onuncaHvem

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 ygepXvBaHWs OCHOBHbLIX
NMUKOB Ha XpomaTorpamme
UCNbITyEMOro  pactsopa  [OJKHbI
COOTBETCTBOBATH BpeMeHaMm
yAepKNBaHns N1KoB Ha
XpomaTtorpamme pacTeopa
CTaHOapTHbIX o6pasuos
nbynpoceHa ¥ napaueTamona
(paspen «KornnyecteeHHoe
onpeaeneHne»)

3 |Average weight and 969.2 mg
mass uniformity / |

CpegHasa macca u
OAHOPOLHOCTL NO
mMacce

Complies /cooTBeTCTBUN C

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

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

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Bonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3akawuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosineHo: IMposepeno: Himesh kumar | Opo6peno: Menenxep /
Ramakant PykoBoauTens :Manoj Kumar
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Print Date: Print Date: Print Date:
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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

www.drreddys.com

CEPTHDOUKAT AHAJTH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykauH®, TabeTKH, MOKPBITbIE MIeH0YHOi 060104K0M, 400mr + 325mr

Batch No / Cepust Ne : V220224

6 Batch Quantity / O0bem mapTuu : 776.@g

Analytical Report No / Anaaur
040001675320,890001624263

udeckuit oruer Ne :

Date of Analysis / laTa anaausa: 02.11.2022

Date of Manufacture / /lata nponszsoacrea : OCT-2022

Date of Expiry / Cpok roasoctu :SEP-2027

Analysis performed according ND / Auanu3s nposesen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018. amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, usm. Ne 2 o1 23.09.2019)

4 |Disintegration /
PacnapaemocTb

09 minutes 08 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtBopeHne

97% - 103%

97% - 102%

NLT 70% (Q) C1sH1eO2 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodben) yepes 30 MyH
NLT 70% Q)
(Paracetamol) dissolved
minutes /

He meHee 70 % (Q) CsHoNO:2
(napaueTtamon) Yepes 30 MUH

C13H1502

CsHoNO2
in 30

6 |Related substances /
PopgcTBeHHblE NpyMecH

0.06%

0.0001%

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

7 |Water/Bopga

1.4%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr cooTseTcTByeT TpeGosarusm HJI | 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBiyeHo: [Ipoeepeno: Himesh kumar | Opno6peno: Menemkep /
Ramakant . | t. Pykosoaurtens :Manoj Kumar
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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

CEPTU®UKAT AHAJIN3A

Product : Ibuclin,_film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTKn, NOKPLITHIE MJIEHOYHOI 060104K0i, 400mr + 325mr

Batch No / Cepusi Ne : V2202246

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / Ananntuyueckuii oryer Ne :
040001675320,890001624263

Date of Analysis / Jlata anannsza: 02.11.2022

Date of Manufacture / Jlata nponssoacrsa : OCT-2022

Date of Expiry / Cpox rognoctu :SEP-2027

Analysis performed according ND / Anaan3 nposegen mo HJI: TTN011252/01-1 10717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, m3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /

yucToTa

a) Total aerobic
microbial count /
Ob6uwee 4ncno
!aSpO6HbIX

' MUKPOOpPraHvu3moB

b) Total combined
yeasts and mould

LPOMNOKEBBIX U
nnecHesbIx rpnbos

c) E. coli

Mukpobuonoruyeckas

count / Obwee uncno

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

Less than 5 CFU/g /
Menee 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
1r

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoayKT cOOTBETCTBYET Tpebosanmsm HJI

Opinion : APPROVED
3akaouenue: OJIOBPEHO

Prepared by /
[MoarorosieHO:
Ramakant \

Checked by /
IMposepeno: Himesh kumar

c;:;g—,//./

Approved by: Manager/Executive /
OpobpeHo: Menemxep /
Pykopoautens :Manoj Kumar

Print Date:

JIata: 02.11.2022

Print Date:

Hara: 02.11.2022

Print Date:
Jara. 02.11.2022

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: L85195AP1984PLC004507
www.drreddys.com




® o
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOYKANH®, Tabi1eTKH, NOKPLITHIE MJIeHOYHOH 0001049K0ii, 400mr + 325mr

Batch No / Cepus Ne : V2202246

Batch Quantity / O6bem naptuu : 776TKg_

Analytical Report No / AHanuTHyecknii oTuet Ne :
040001675320,890001624263

Date of Analysis / laTa ananuza: 02.11.2022

Date of Manufacture / lata nponssoacrsa : OCT-2022

Date of Expiry / Cpok roanoctn :SEP-2027

Analysis performed according ND / Ananus npoBenen no HJI: TINO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018. uam. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be |

units not more than 15.0 /
/ OgHopoaHoCTh 1.0 lNokasaTenb npuemnemoctn (AV)
[031poBaHNA AonxeH 6bITb He Gornee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
1.0 not more than 15.0 /

Paracetamol / [MokasaTens npuemnemocty (AV)
napaueTtamon [ormKeH 6biTh He Bonee 15,0.

10 |Assay/ 393.6 mg 360 to 440 mg of CqsH4s0,
KonuyecTtBeHHoe (Ibuprofen) per tablet /
onpegenexue Ot 360,0 mr no 440,0 mr CisH50-

(bynpodbeH) B Tabnetke
320.72 mg

292.5 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHgNO,
(napaueramorn) B TabneTtke

Remarks : The Product conforms to ND/
Ilpumeyanmue: ITpoayKT cooTBeTCTBYET TPeGOBAHUAM HJI

Opinion : APPROVED
3akmoyenue: OJJOGPEHO

Prepared by /
IloarorosneHo:

Checked by /
[Tposepeno: Himesh kumar

i
s -

Approved by: Manager/Executive /
Ono6peno: Menenxep /
PyxoBoaurens :Manoj Kumar
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Print Date:

Jlata: 02.11.2022

Print Date:
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Print Date:
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CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yknnn®, Ta61eTkH, HOKPLITHIE IICHO4HOH 060104K0i, 400Mr + 325mr

[Batch No / Cepusi Ne : V2202246 Batch Quantity / OGbem naptuu : 776.0Kg
Analytical Report No / Aranutuuecknii oryer Nt : Date of Analysis / Jara ananu3za: 02.11.2022
040001675320,890001624263

Date of Manufacture / /lata npoussoacrsa : OCT-2022 |Date of Expiry / Cpox rogHocTn :SEP-2027

Analysis performed according ND / Ananu3 nposenen no HJI: II NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3mM, No 2 o1 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 |8 MBX/Al 6nuctep. Mo 1, 2 unn 20

B MBX/Al 6rnuctep. Mo 1 OnMcTEPOB B NAYKy KAPTOHHYIO
onuctepy B nadvky BMECTe C UHCTpyKUMen no
KapTOHHYIO BMecCTe C NPVMEHEHNIO.

WHCTPYKUWER Nno

NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTtauu ¢ Hl

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

XpaHeHve Mpu Temnepatype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net

rogHoCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTserctayeT TpedoBanusm HJ | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Fxecutive /
[ToaroroBieHo: [poepeno: Himesh kumar | Ono6peno: Menemxep /
Ramakant PykoBoautesns :Manoj Kumar

Print Date: Print Date: Print Date:
Hara: 02.11.2022 Hara: 02.11.2022 Hara. 02.11.2022
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