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

CEPTUPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOykann®, tabaeTkH, NOKPLITHIE NJEHOYHOH 060104K0i, 400Mr + 325Mmr

Batch No / Cepus Ne : V2201273

Batch

Quantity / O6bem mapruu : 776.0Kg

Analytical Report No / AHajiuTRYecKHii oTyeT Ne :
040001597189, 890001600168

Date of Analysis / lata ananusa: 07.07.2022

Date of Manufacture / JlaTta npoussoacrsa : Jun-2022

Date of Expiry / Cpok rognocrn :May-2027

Analysis performed according ND / Ananu3s nposened no H: T1 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)

S. Test
_No |

Result

Specification

1 |Description / Onucanue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynosugHom
hopmel, MOKPbITbIE
NNeHoYHON obonouykon

OPaHXeBoro LBeTa, ¢ PUCKOI
Ha OAHOW CTOpOHE, Ha
nonepeyHoM paspese — A4po
6enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkn KancynoBuaHown
dOPMBI,  MOKPbITEIE  MTEHOYHOM
obonoykon opaHXeBOro LUBeTa, ¢
PUCKOW HA OOHOW CTOPOHE, Ha
rnorepeyHom paspese -—  94p0
Benoro nnm noyTu Genoro LBeTa

Remarks : The Product conforms to ND/
ITpumeyanue: TIpoayKT COOTBETCTBYET TpebosaHuaM H)|

Opinion : APPROVED
3arimouenue: UJUbPEHU

Prepared by /
Iloxrorosnedo:
Pardeep Kumar

Checked by /
[Iposepeno: Himesh Kumar

Y

—

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

{5 N
/

Print Date:
Jara: 07.07.2022

Print Date:
Hata:07.07.2022

Print Date:
Hata: 07.07.2022

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:

CIN: L85195AP1984PLC004507
www.drreddys.com

mail@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

CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6ykann®, TabiieTk, NOKPHITHIE MJIEHOYHOI 060a049K0ii, 400Mr + 325mMr

Batch No / Cepus Ne : V2201273

Batch Quantity / O6bem naprun : 776.0Kg

Analytical Report No / Anaautuyeckuii oruer No :
040001597189, 890001600168

Date of Analysis / /laTta ananauza: 07.07.2022

Date of Manufacture / lata npouseoacrra : Jun-2022

Date of Expiry / Cpox rognoctu :May-2027

Analysis performed according ND / Ananu3s nposegen no H: I1 N011252/01-110717 (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)

2 Identification /
[NoanuHHocTL

a) Complies as prescribed/
B cooTBEeTCTBUU C

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

mass uniformity /
CpegaHssn macca u
0A4HOPOAHOCTb NO
macce

Complies /cooTBeTCTBUM C

OnucaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxmBaHus OCHOBHbIX
MUKOB Ha Xpomarorpamme
UCNbITYEMOro  pacTBopa  LOITKHbI
COOTBETCTBOBATL BpemeHam
yaepXuBaHus nUKoB Ha
Xpomarorpamme pacTteopa
CTaHOapTHbIX obpasuos
nbynpocpeHa v napadeTamona
(pasgen «KonuyecteeHHoe
onpeaeneHme»)

3 |Average weight and 976.1 mg 940,9 mg to 9991 mg

(970,0 mg + 3,0 %) /
Ot 9409 wmr po
(970,0 mr + 3,0 %)

9991 wmr

18/20 tablets — NMT + 5% /
18/20 Tabnetok — He 6bonee £ 5 %
2/20 tablets — NMT + 10% /

2/20 TabneToK — He Gonee + 10 %

Remarks : 'I'he Product contorms to ND/
IIpumeuanue: IIpoaykr cootBercTByeT TpeboBanuam HJT

Opinion : APPROVED
3akmiouenue: OJJOBPEHO

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

IToarotoBneHo: Ilpoeepeno: Himesh Kumar | Ompo6peno: Menemxep /

Pardeep Kumar = | PykoBoaureib :Amit Kumar
c’f’f’ S T {f&w;_":/--

Print Date: Print Date: Print Date:

Hara: 07.07.2022 Hara:07.07.2022 Hata: 07.07.2022

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

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

CEPTUPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, TabneTKku, NOKPLITHIE IJeHOYHOIH 000104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2201273

Batch Quantity / O6bem napTun : 776.0Kg

Analytical Report No / AHanmuTHueckuii oryer Ne :
040001597189, 890001600168

Date of Analysis / aTa anammsa: 07.07.2022

Date of Manufacture / Jlata npoussogcTsa : Jun-2022

Date of Expiry / Cpok rogaocrn :May-2027

Analysis performed according ND / Ananu3s nposeaen mo HII: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapgaemocTb

10 minutes 09 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTteopeHune

95% - 98%

97% - 101%

NLT 70% (Q) Ci3H1O2 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(nbynpodpen) yepes 30 MnH

C13H150,

NLT 70% Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHsNO;
(napauetamon) yepes 30 MUH

6 |Related substances /
PogcteeHrHble npumecu

0.04%

0.0001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
ubynpodceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodheHon (npumech
napaueTtamoJia) — He bonee 0,005%

7 |Water/ Bopga

1.5%

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykt coorBercTByeT TpebosaHusaM HJJ

Opinion : APPROVED
3aknouenune: OJJOBPEHO

Prepared by /
[loarororneHo:
Pardeep Kumar p

o

Checked by /
IIposepeno: Himesh Kumar

k_,;:--\--— — : =

Approved by: Manager/Executive /

Onobpeno: Menemxep /

PykoBogutens : Amit Kumar
\\/,

Print Date:
Hara: 07.07.2022

Print Date:
Harta:07.07.2022

Print Date:
Jarta: 07.07.2022

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: L85195AP1984PLC004507

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

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TabneTky, NOKPLITHIE MJEHOYHOH 000/109K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201273

Batch Quantity / O6bem napTun : 776.0Kg

040001597189, 890001600168

Analytical Report No / Anaantuueckuii order No

Date of Analysis / JaTa anammuza: 07.07.2022

Date of Manufacture / lata npoussoacrsa : Jun-2022

Date of Expiry / Cpok roanocru :May-2027

Analysis performed according ND / Anamu3 nposeaen mo H: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpo6Guonoruyeckas
ynucrToTa

a) Total aerobic
microbial count /
O6Lwee yucno
a3pobHbIX

MWUKPOOPraHnsmoB

b) Total combined
yeasts and mould
count / Obwee yncno
OPONOKEBLIX U
nnecHeBbIX rpnbos

¢) E. coli

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

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

Absent / OTtcyTtcTByeT

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 / OTcyTCcTBUE B
ir

Remarks : The Product conforms to ND/
ITpumeuanue: Ilponykt coorBeTcTBYET TpeboBanMsaM HJI

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Prepared by /
[loarorosneHo:
Pardeep Kumar if

Checked by /
ITpoBepeno: Himesh Kumar

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

Print Date:
Hara: 07.07.2022

Print Date:
Harta:07.07.2022

Print Date:
Hara: 07.07.2022

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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www.drreddys.com




Dr.Reddy’s €5¢

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

CEPTHUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
(MOoykauH®, TabaeTku, NOKPBITHIC MIIEHOYHOIT 060.109K0it, 400mr + 325mr

Batch No / Cepus Ne : V2201273

Batch Quantity / O6wem napruum : 776.0Kg |

Analytical Report No / ABanutudecknii oTuer Ne :
040001597189, 890001600168

Date of Analysis / lata ananusa: 07.07.2022

Date of Manufacture / {ata npoussoacTia : Jun-2022

Date of Expiry / Cpok rognocrn :May-2027

Analysis performed according ND / Anasiu3s nposeaen mo HJI: IT1 N011252/01-110717 (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 /

/ OgHopoAaHOCTL 1.8 MNokazaTens npuemnemocTtu (AV)

0031poBaHus OornxkeH 6elTb He bonee 15,0.

Ibuprofen /

nbéynpodeH Acceptance value (AV) should be
1.3 not more than 15.0 /

Paracetamol / MokasaTenb npuemnemoctun (AV)

napavueTtamon horxeH 6biTb He Bonee 15,0.

10 |Assay/ 395.3 mg 360 to 440 mg of CizH450;
KonuuectBeHHoE (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr CisH40>

(vBynpocheH) B TabneTke
323.21 mg

2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CsHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykTt coorBeTcTBYET TpeGoBaHuAM HJJ

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IloarororneHo:
Pardeep Kumar

I

Checked by /
IIposepeno: Himesh Kumar

;,_Jf
AN

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

AUV
[

Print Date:
Hara: 07.07.2022

Print Date:
Hata:07.07.2022

Print Date:
Hara: 07.07.2022
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CEPTUDOUKAT AHAJIU3IA

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxana®, TabiieTku, NOKPBIThIE MIEHOYHOH 000a04Koii, 400mr + 325Mr
Batch No / Cepust Ne : V2201273 Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / AnanuTu4deckuii oryer Ne : Date of Analysis / Jlata ananuza: 07.07.2022
040001597189, 890001600168
Date of Manufacture / lata npousBoactna : Jun-2022  |Date of Expiry / Cpok rogaocru :May-2027

Analysis performed according ND / Ananu3 nposegen mo H/: [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, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |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 leaflet in |leaflet in a carton. / Mo 10 TabreTok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nuctep. Mo 1, 2 nnn 20

B MBX/Al 6nnctep. Mo 1 BrnncTepoB B Na4ky KapTOHHYIO
BnucTtepy B nayvky BMECTE C UHCTPYKLMER no
KapTOHHY0 BMecCTe ¢ NPUMEHEHMIO.

WHCTpyKUKen no

NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cootsetcteumn ¢ HJ1

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

—

XpaHeHve Mpn Temnepatype He Bobiwe 25 °C.
14 | Shelf life / Cpok 5years /5 nert

ro4HOCTH
Remarks @ The Producr conforims to WD/ Opinion : APPROVED
Ipumeuanue: [ponykr cootBercTByet TpeboBanuam HJI | 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IpoeepeHo: Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar _ \ . PykoBoaurens :Amit Kumar

—— C=— _-_ - LN g N
. ",-’FH_-

Print Date: Print Date: Print Date:
Hara: 07.07.2022 Hata:07.07.2022 Hata: 07.07.2022

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