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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 : 491 98166 56001-02

CEPTHOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxanH®, TabJeTKH, NOKPbITHIE ILIEHOYHOH 06010uKo0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200706

Batch Quantity / O6bem naprun : 776.0 Kg

040001563314, 890001587833

Analytical Report No / Ananntuuyeckuii oryer Ne :

Date of Analysis / laTta ananu3za: 29.04.2022

Date of Manufacture / JaTa npousBoacTsa : Apr-2022

Date of Expiry / Cpok rogaoctu :Mar-2027

Analysis performed according ND / Ananu3 nposexen mo HJI; 11 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)

S.
No

Test

Result

Specification

1 |Description / OnncaHnue

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

tablets;

on cross section- white core /
TabneTtku KancynosugHom
thopmbl, NoKpbITblE
NneHoYHOoM’ obonoykoit
OPaHXXeBOro LBETa, C PUCKON
Ha OOHOW CTOpPOHE; Ha

nonepe4yHoMm paspese — a4po
Benoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn kancynosuaHoOW
hopMbl,  MOKPLITEIE  NIIEHOYHON
000M04KON OpaHXeBOro LBeTa, C
PUCKO# Ha OAHOW CTOPOHEe, Ha
nonepeyHoM  paspese a0po
©enoro nnu noyTtut 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusm H]I

Opinion : APPROVED
3akaouenne: OJOBPEHO

Print Date:
Jara: 29.04. 2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: IIpoBepeno:Pravesh Rana OnobpeHo: Menemxep /
Ankit (7 Pykosoautens jAbhishek Chauhan
@ b ..[z_q‘f"hf dd
&=

Print Date:

JlaTa: 29.04. 2022

Print Date:
Hara: 29.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangara, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



‘. ® Dr. Reddy's Laboratories Ltd.
’ ¢ Formulation Unit-6
Dr‘ Reddy s '. Vill. Khol, Nalagarh Road, Baddi,

. Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tei:+91 9%66 56001-02
CEPTU®UKAT AHAJIN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknuu®, TabneTkH, NOKPLITHIE IUIEHOYHOI 06010uK0#, 400Mmr + 325Mr
Batch No / Cepust Ne : V2200706 Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / AHannTu4yecknif order Ne : Date of Analysis / [laTa ananuza: 29.04.2022
040001563314, 890001587833
Date of Manufacture / /laTa npoussoactsa : Apr-2022 | Date of Expiry / Cpok rogaocru :Mar-2027
Analysis performed according ND / Ananus nposeaen mo 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, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/ |The retention time of the main peaks
MoAnuHHOCTL B cooTtBeTCTBUM C on the chromatogram of the test
onucaHmem solution should correspond to the

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

BpemeHa ypepkuBaHMs OCHOBHbLIX

nMKoB Ha Xpomartorpamme
UCMbITYEeMOro  pacteopa  AOJSIKHbI
COOTBETCTBOBATb BpemeHam
YAEpXKMBaHUSA rMKOB Ha
XpomaTtorpamme pacTeopa
CTaHAapTHbIX obpasuos
ubynpocbeHa 1 napaueramona
(paspen «KonuuyecteeHHoe
onpejeneHue)
3 |Average weight and 969.4 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0mg + 3,0 %) /
CpeaHsisi macca u Or 9409 wmr go 9991 wr
O4HOPOOHOCTb MO (970,0 mr + 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 TabneTok — He Bbonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Bonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [poayxr coorBetcTBYeT Tpebopanusam HJl | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: IIpoBepeno:Pravesh Rana Onobpeno: Menemxep /
Ankit - [/ Pykosoaurens :Abhishek Chauhan
Print Date: Print Date: Print Date: -
Jara: 29.04. 2022 Jata: 29.04. 2022 Jata: 29.04. 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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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 : 491 98166 56001-02

CEPTUD®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknna®, TabneTku, NOKpbIThHIE JIeHOYHOH 060049K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200706

Batch Quantity / O6bem naptuu : 776.0 Kg

040001563314, 890001587833

Analytical Report No / AHanuTn4yeckuii oTuer Ne :

Date of Analysis / laTta anann3za: 29.04.2022

Date of Manufacture / laTa npousBogcrsa : Apr-2022

Date of Expiry / Cpok rogsoctu :Mar-2027

Analysis performed according ND / Ananus nposeaed o HJ/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, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
Pacnapaemoctb

08 minutes 17seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopeHue

97% - 102%

98% - 102%

NLT 70% (Q) C13H1sO2 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(néynpodeH) uepes 30 muH
NLT 70% Q)
(Paracetamol) dissolved
minutes /

He wmerHee 70 % (Q) CsHgNO:
(napauetamon) yepes 30 MuH

Ci13H1502

CsHgNO>
in 30

6 |Related substances /
PoacTBeHHbIE npyuMech

0.03 %

0.0003 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammHodeHon (npyumech
napauetamona) — He bonee 0,005%

7 |Water /Boga

1.2%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Tpoaykr coorBeTcTByeT TpeGosanuam HJ | 3axmouenne: OJOBPEHO

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

[Toarotosneno: IIpoeepeHo:Pravesh Rana OnobpeHo: Menemxep /

Ankit . / Pykosoautess :Abhishek Chauhan
( J Li’ L- A oM Gl

Print Date: Print Date: Print Date:

Hara: 29.04. 2022 Hara: 29.04. 2022 Hara: 29.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02

CEPTU®UKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykana®, TabieTkH, NOKPLITHIE IIEHOYHOH 000104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200706

Batch Quantity / O6bem naptuu : 776.0 Kg

040001563314, 890001587833

Analytical Report No / AHannTHYecKH# oTueT N :

Date of Analysis / laTta ananu3za: 29.04.2022

Date of Manufacture / Jlata npousBoactsa : Apr-2022

Date of Expiry / Cpoxk roguoctu :Mar-2027

Analysis performed according ND / Anamu3 nposegen mo HJI: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3mM. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonornyeckas
yucToTa

a) Total aerobic
microbial count /
O0buwee uncno
a3pobHbIX
MUKPOOPraHN3MoB

b) Total combined
yeasts and mould
count / Obuwiee vncno
OPONOKEBBIX 1
nrecHesbix rpudos

c) E. coli

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

Less than 5 CFU/g /
MeHee 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/
TIpnmeuanme: IIpoaykt cooTBeTcTByeT TpeboBaHusm HJJ

Opinion : APPROVED
3axsouenne: OJJOBPEHO

Prepared by /
TloarorosyieHo:

Checked by /
[TpoepeHo:Pravesh Rana

/

A4

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoauren :Abh'rhck Chauhan

y 9 oM ~2

Ankit
(A
Print Date:

Hara: 29.04. 2022

Print Date:
JaTta: 29.04. 2022

Print Date:
Hata: 29.04. 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



Dr.Reddy’s ":

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

CEPTU®HUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxknnu®, TabieTku, NOKPHITHIE MLIEHOYHOI 060104K0i, 400mMr + 325mMr

Batch No / Cepusa Ne : V2200706

Batch Quantity / O6bem maprun : 776.0 Kg

040001563314, 890001587833

Analytical Report No / AHanuTH4YecKkHit oTyeT No :

Date of Analysis / llata ananu3a: 29.04.2022

Date of Manufacture / laTa npon3BoactBa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananus nporeaen mo 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, n3m. Ne 2 o1 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoAHOCTB 1.8 MokasaTtenb npuemnemoctu (AV)
[031pOBaKHus JoMmKeH ObiTb He bonee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.8 [Nokazartenb npuemnemocTtu (AV)
napaueTtamon LormkeH ObiTb He Bonee 15,0.
10 |Assay/ 393.2 mg 360 to 440 mg of CizHO2
KonuuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cq3H40:
(nbynpodpen) B TabneTke
326.93 mg 292.5 to 357.50 mg of CgHNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3akiaouenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneHo: [IposepeHo:Pravesh Rana
Ankit

o
/

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBouten | :Abhishek Chauhan

I\ _ X N2y —eM Y

Print Date: Print Date:
Hata: 29.04. 2022 Jara: 29.04. 2

022

Print Date:

Hara: 29.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +31 40 4900 2995, 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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkana®, Tab1eTKH, NOKPBLIThIE INIEeHOYHOI 000/104K0ii, 400Mr + 325Mr

Batch No / Cepns Ne : V2200706

Batch Quantity / O6bem maptun : 776.0Kg

040001563314, 890001587833

Analytical Report No / AHanmuTHYecKH# oTyeT No :

Date of Analysis / laTa anann3za: 29.04.2022

Date of Manufacture / lata mponssoacTBa : Apr-2022

Date of Expiry / Cpok rogaocTu :Mar-2027

Analysis performed according ND / Ananus nposegen mo 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, u3m. 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 leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nuctep. Mo 1, 2 unun 20
B MBX/Al 6nncTep. Mo 1 GrNcTepoB B NaYKy KAPTOHHYHO
énucrepy B naudky BMECTe C UHCTPYKUMEN Mo
KapTOHHYO BMECTE C NPUMEHEHNIO.

WHCTpYKUMen no
NPUMEHEHMUIO.

12 | Labeling / Mapkupoeka | According to ND / B cooTtBeTcTBum ¢ H]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Tpn Temnepatype He Bhiwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHOCTN

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorBeTrcTByeT TpeboBaHUsaM H]L

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by /
[ToarorosneHo:
Ankit

Checked by /
[IposepeHo:Pravesh Rana

J

Approved by: Manager/Executive /
Onobpeno: Menemxkep /

PyxoBoaurens :Abhishgk Chauhan
[y

/i.
(B~
Print Date:

Hata: 29.04. 2022

Print Date:
JHarta: 29.04. 2022

Print Date:
Jara: 29.04. 2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 200024, Telangana, Indie
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




