Dr.Reddy’s €3¢

CERTIFICATE OF ANALY

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

SIS www.drreddys.com

CEPTUPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykauu®, TabreTKH, NOKPbIThIE NJ1eHO4YHOH 000104 KOid, 400mr + 325mr

Batch No / Cepus Ne : V2202213

Batch Quantity / O0bem napTus : 77€0Kg

Analytical Report No / AnaauTnueckuii oTuer No :
040001665847,890001623224

Date of Analysis / laTa ananu3sa: 27.10.2022

Date of Manufacture / Jlata nponssoacrsa : OCT-2022

Date of Expiry / Cpok roanocts :SEP-2(027

Analysis performed according ND / Anaau3 nposenen no 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, uam. Ne 2 o1 23.09.2019)

S. | Test
No

Result

Specification

1 |Description / OnucaHune

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynosuaHom
dopmbl, NoKpbITkIE
NSIEHOYHON obonoukomn

OpaHXXeBOro LBeTa, C pUckon
Ha OOHOW CTOpPOHEe, Ha
ronepe4yHom paspese — sApo
fenoro ugeTta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core /| TabneTkum kancynoBUOHON
popMbI,  MOKPbITbIE  NMIEHOYHOK
0BONOYKON OpaHXeBoro LUBeTa, C
pUCKOW Ha OfHOW CTOpPOHE; Ha
rnonepeyHom paspese —  S4pO
Herioro unu noytn 6enoro useTa

Remarks : The Product conforms to ND/ Opinion : APPROVED

Mpumeaanue: [IpoaykT cootseTcTByeT Tpebopannsm HJI | 3axmouenne: ONOBPEHO

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

[loarorosneHo: Iposepeno: Pardeep Kumar | Onobpeno: Menemxkep /

Ankaj Verma /\’} PykoBoauTens :Manoj Kumar
/ C_—:;L_/_, ( » z

Print Date: Print Date: Print Date:

Hara: 27.10.2022 Hara: 27.10.2022 Jara. 27.10.2022

Reaistarad Sffic

Tel 4

2: §-2-327, Road MNo. 3, Baniara Hills, Hyoierahar
21 40 4900 2900, Fax: +91 40 4900 2999, E

CIN: L85195AP1984P1.CA0450T
www.drreddys.coin
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg .
U6ykanu®, TabneTKH, NOKPITHIE ILIEHOYHOH 060,104 K0, 400Mr + 325mr

Batch No / Cepus Ne : V2202213

Batch Quantity / O0bem napTHH : 776.0Kg |

Analytical Report No / Ananurnuecknii order Ne :
040001665847,890001623224

Date of Analysis / [laTa ananunsa: 27.10.2022

Date of Manufacture / Jlata nponssojcrea : OCT-2022

Date of Expiry / Cpok roanocts :SEP-2027

Analysis performed according ND / Ananns nposenen mo HJ: [INO1 1252/01-110717 (amend Ne 1 from
0_6.09.2018. amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 or 23.09.2019)

2 Identification /
NoannHHoOCTL

a) Complies as prescribed/
B cooTtBeTcTBUMK C

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

mass uniformity /
CpenHsasa macca un
0OHOPOAHOCTb MO
macce

Complies /cooTBETCTBUN C

onncaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yaepxuBaHUss OCHOBHbIX
MNKOB Ha Xpomartorpamme
nCnbITYyeEMOro  pacteopa  [OJIKHbI
COOTBETCTBOBATL BpEMEHaM
yaepXKvuBaHuns NUKOB Ha
XpomaTorpamme pacTeopa
CTaHO4apTHbIX obpasuos
néynpodpeHa 1 nNapauetramona
(pasgen «KonunuectseHHoe
onpeaeneHne)
3 |Average weight and 966.8 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %) /
Or 9409 wmr pgo
(970,0 mr £ 3,0 %)

9991 wmr

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Bonee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanne: [IpofyKT COOTBETCTBYET TpeOOBAHMAM HA

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
[ToAroTOBNIEHO: A
Ankaj Verma 5”)/

Checked by /
I[Tposepeno: Pardeep Kumar

e

[

Approved by: Manager/Executive /
Opo6peno: Menemxep /
Pykosoaurens :Manoj Kumar

Print Date:
Jata: 27.10.2022

Print Date:

Jara: 27.10.2022

Print Date:

Hara. 27.10.2022

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




Dr.Reddy’s €3¢

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

CEPTUDHKAT AHAJII3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UOyKkaun®, Ta6aeTKH, NOKPLIThIE MJIEHOYHOl o6oJsoukoii, 400mr + 325mr

Batch No / Cepust Ne : V2202213

Batch Quantity / Oobem nmaprTun : 776.0Kg

040001665847,890001623224

Analytical Report No / Ananutndecknii oryer No : Date of Analysis / laTa anannsa: 27.10.2022

Date of Manufacture / [lata npoussoactsa : OCT-2022 |Date of Expiry / Cpok rogsocru :SEP-2027

Analysis performed according ND / Ananu3 nposeaen no HJL: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, n3m. Ne 2 01 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

09 minutes 53 seconds th more than 30 minutes /
He 6onee 30 MmuH

5 |Dissolution /
PacteopeHue

96% - 101% NLT 70% (Q) CisH1gO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H102
(mBynpodeH) yepes 30 MUH

NLT 70% Q) CegHgNO>
97% - 101% (Paracetamol) dissolved in 30
minutes /

He menHee 70 % (Q) CsHoNO2
(napaueTtamor) yepe3s 30 MyH

6 |Related substances/
PopacrteeHHble npumecu

0.04% Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpoceHa — He 6onee 1,0 %
0.0001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammnHodeHon (npumech
napaueTtamona) — He bonee 0,005%

7 |Water/ Bopga

1.4% Not more than 5.0% /
He Busiee 8,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoaykT cooTBeTcTBYeT TpeGosannsam HI[ | 3axmodene: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneno: - ITposepeno: Pardeep Kumar | Onobpero: Menemkep /

Ankaj Verma fﬁ \ Pyxosoautens :Manoj Kumar

Print Date: Print Date: Print Date:
Hara: 27.10.2022 Jata: 27.10.2022 Jara. 27.10.2022

Registered Offica: §-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangang, India
Tol: +01 40 4200 2900, Fax: +91 40 4900 2299, Email* mail @drreddys.com

CIN: L85195AP1984PLC004507
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Dr.Reddy’s Q‘:’.

CERTIFICATE OF ANALY

‘SIS

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 AHAJM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6y kAnu®, TabaeTKH, NOKPbIThIe MIEHOUTOH 000J104K0#, 400Mr + 325mr

Batch No / Cepusa Ne : V2202213

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AHaiuTHUeCKHi 0TYeT Ne:

040001665847,890001623224

Date

of Analysis / [lata aganuza: 27.10.2022

Date of Manufacture / lata np

Date

on3BoacTea : OCT-2022

of Expiry / Cpok rogaoctu :SEP-2027

Analysis performed according ND / Anasnus nposenen o HJI: [1N011252/01-110717 (amend Ne 1 from
I06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuosnormnyeckas
yucToTa

a) Total aerobic
microbial count /
O6Lwee uncro
a3pobHbIX

MWKpOOpPraHnmamosB

b) Total combined
yeasts and mould
count / O6Lee Yucro
OPONOKEBbIX U
nnecHeBbIX rpnboB

c) E. coli

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

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

Absent / OTtcyTcTBYEeT

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6oriee 100 KOE/T

Shall be absent in 1g / OTcyTCTBUE B
1r

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoayKT cOOTBETCTBYET TpeOOBAHUSAM HJ

Opinion : APPROVED
3axawuenue: OJJOBPEHO

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

[ToarorosneHo: . TIposepeno: Pardeep Kumar | OnobpeHo: Menemxep /

Ankaj Verma A” > PykoBoautens :Manoj Kumar
=l — ozl

Print Date: Print Date: Print Date:

Hara: 27.10.2022 Hara: 27.10.2022 Jlarta. 27.10.2022
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Dr.Reddy’s Q'!‘

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

CEPTUD®UKAT AHAJIM3A

_ProductTIbuclin, film-coated tablets 400 mg + 325 mg
U6y KkANH®, TabIeTKH, NOKPLITHIE MJIeHOUHOI 000a04K0ii, 400Mmr + 325mr

Batch No / Cepus Ne : V2202213

Batch Quantity / Oobem naptuu : 776.0Kg

040001665847,890001623224

Analytical Report No / AnanuTudeckuii order No :

Date of Analysis / /laTa ananusa: 27.10.2022

Date of Manufacture / Jlata nponsBoacrsa : OCT-2022

Date of Expiry / Cpok roguoctu :SEP-2027

Analysis performed according ND / Ananus nposenen no HJI: I1N011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHOPOAHOCTL 1.6 MokasaTens npuemnemocTn (AV)
[03poBaHnA porpkeH obiTb He Bonee 15,0.
Ibuprofen /
nbynpodieH Acceptance value (AV) should be
1.8 not more than 15.0 /
Paracetamol / Mokasatenb npuemnemoctu (AV)
napaueTtamon [OOJDKeH ObITb He Gonee 15,0.
10 |Assay/ 390.8 mg 360 to 440 mg of CiH1i02
KonnyecTtseHHoe (Ibuprofen) per tablet /
onpeperneHue Ot 360,0 mr go 440,0 mr Ci3H102
(nbynpodeH) B TabneTke
316.93 mg
2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO:
(napauetamon) B Tabnetke

Remarks : The Product conforms to ND/
Ilpumeyanue: IIpoaykt cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
Zakmoyenue: OJJOBPEHO

Prepared by /

[ToaroToBneHo: )

Ankaj Verma »j" 530
i

Checked by /
[Iposepeno: Pardeep Kumar

i

Approved by: Manager/Executive /
Ono6peno: Meunemxep /
PyxoBoautens :Manoj Kumar

Print Date:
Hata: 27.10.2022

Print Date:
Jata: 27.10.2022

Print Date:

Hara. 27.10.2022

Remisterad Cliica: §-2-3

37, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, india
T 487 40 4500 2900, Fax: +91 40 4900 7229, Emal mail@drreddys.com

CiN: L85195AF1934PLCCOA5GY
www.drreddys.com




q..o Dr. Reddy's Laboratories Ltd.
? L ] . .
Formulation Unit-6
Dr. Reddy s °. Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHO®UKAT AHAJIU3A

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

HUoyknuH®, TabaeTku, NOKPbIThIE MJIEHOYHOH 060J19q1<_0ﬁ,_400mr + 325mr
Batch No / Cepus Ne : V2202213 'Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / Ananurndeckuii oTuer Ne : Date of Analysis / JlaTa ananusa: 27.10.2022
040001665847,890001623224

Date of Manufacture / Jlata npoussoactsa : OCT-2022 |Date of Expiry / Cpok rogsoctu :SEP-2027

Analysis performed according ND / Ananus nposeaes no HJI: ITN011252/01-110717 (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)

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. / o 10 Tabnetox
a carton. / Mo 10 Tabnetok  |B MBX/Al 6nnctep. o 1, 2 unn 20

B NBX/Al 6nuctep. Mo 1 ONNCTEpPOB B NadKy KAPTOHHYHO
BrnvcTepy B nayky BMECTE C UHCTPYKLMEN Mo
KapTOHHYO BMecTe C NPUMEHEHWIO.

WMHCTPYKLUMEN MO

NPUMEHEHUIO.

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

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

— T

XpaHeHuie MNpu TemnepaTtype He Bblwe 25 °C.
14 | Shelf life / Cpok 5years /5 ner

| rogHoCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT coorsercTByeT Tpebosanuam HJI | 3akmodenne: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankaj Verma 4‘;‘ - Pykosoautens :Manoj Kumar

)% i
- Iessl

Print Date: Print Date: Print Date:
Hara: 27.10.2022 Hara; 27.10.2022 Hata. 27.10.2022

Racisterad Office: 3-2-337, Road N, 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel +51 403900 2900, Fax +97 20 4200 2929, Email: mail@drreddys.com
CIN: LESTI95AP1984PLC004507
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