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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

CEPTUPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, Tab1eTKH, NOKPbITHIE IEHOYHOH 060/104K0il, 400Mr + 325mr

Batch No / Cepusa Ne : V2200877

Batch Quantity / O6bem maprun : 776.0 Kg

040001571761, 890001590888

Analytical Report No / AHanuTU4YecKuii oT4er N :

Date of Analysis / Jlara ananusa: 19.05.2022

Date of Manufacture / laTa npousBoactsa : Apr-2022

Date of Expiry / Cpok rogHoctu :Mar-2027

Analysis performed according ND / Ananu3z nposeaen mo HJI: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3sm. Ne 1 ot 06.09.2018, n3m. 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- off white

core ] TabneTkm
KancynosuaHoON dhopmbl,
MOKpbITbIE NNeHoYHon
obono4kon opaHXeBoro

LuBeTa, C PUCKOA Ha OJHON
CTOPOHEe; Ha nonepe4vyHoMm
paspese — ggpo 6Genoro
uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkym KancynoBuaHON
opMbl,  MOKPbLITBIE  MNEHOYHOMR
obonoukol opaHxeBoro LuBeTa, C
pUCKOW Ha OAHOW CTOpOHe; Ha
nornepeYyHoM paspese —  a4po
©enoro unu noyTu Genoro useTa

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykr coorBercTByeT TpeboBanusm HJL

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Jarta: 19.05.2022

Jlarta: 19.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [NporepeHo:Pravesh Rana Onobpeno: Menemxep /

Ankit PykxoBomurens :Amit Kumar

Print Date: Print Date: Print Date:

Jata: 19.05.2022

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
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykanH®, Tab1eTKH, NOKPbITHIE NJIeHOYHOiT 060.104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2200877

Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / Aranurudeckmii oTyeT Ne :
040001571761, 890001590888

Date of Analysis / [laTa anann3za: 19.05.2022

Date of Manufacture / Jlata npousBoacTBa : Apr-2022

Date of Expiry / Cpok rogaoctn :Mar-2027

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

Analysis performed according ND / Ananu3 nposeges no HJI: [1N011252/01-110717 (amend Ne 1 from

2 Identification /
MNoannHHOCTL

a) Complies as prescribed/
B cooTtBeTCTBMU C
onncaHvem

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 ygepxmBaHUs OCHOBHbIX
NnKoB Ha Xpomartorpamme
UCMBITYEMOro  pactesopa  AOIKHbI
COOTBETCTBOBATH BpemeHam
yaepXuBaHns n1KoB Ha
XpomaTtorpamme pacTsopa
CTaHAapTHbIX obpasuos
nbynpocdeHa 1 napaueTamona
(pasgen «KonuyectseHHoe
onpeaeneHme»)

Mmacce

3 |Average weight and
mass uniformity /
CpepHsa macca v
0OHOPOAHOCTbL MO

972.0 mg

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

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

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets = NMT + 10% /
2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: IpoaykT coorBeTcTBYyeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:

Ankit @

Checked by /
HpoaepeHo:PJj}aveSh Rana

f
I
I
i \*.r-:l

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
PyxoBoauTens :Amit Kumar

Print Date:
Jara: 19.05.2022

Print Date:
Jara: 19.05.2022

Print Date:
Jara: 19.05.2022

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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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxkaun®, TabaeTku, NOKpbIThIe MIEHOYHOI 06010uKoi, 400mr + 325mr

Batch No / Cepusa Ne : V2200877

Batch Quantity / O6bpem maptuu : 776.0 Kg

Analytical Report No / Anajutudeckuii ordeT Ne :
040001571761, 890001590888

Date of Analysis / lata anamm3a: 19.05.2022

Date of Manufacture / Jlata npousBoacrsa : Apr-2022

Date of Expiry / Cpok rognoctn :Mar-2027

Analysis performed according ND / Ananu3 nposeae mo HJI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

08 minutes 44 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactsopeHne

97% - 100%

100% - 102%

NLT 70% (Q) C13H102 (lbuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H 1502
(nbynpodheH) yepes 30 MuH

NLT 70% Q) CeHoNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CgHoNO2
(napauetamon) yepes 30 MUH

6 |Related substances /
PoacTtBeHHbIe npumec

0.04 %

0.0002 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodceHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (Npymech
napaueTamoria) — He 6onee 0,005%

7 |Water/Boga

1.5%

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

Remarks : The Product conforms to ND/
ITIpumeyanmne: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmo4denne: OJOBPEHO

Prepared by /

[ToarorosneHo:

Ankit o~
(A

Checked by /
IIposepeno;Pravesh Rana

1

Approved by: Manager/Executive /
Onobpeno: Menemxkep /
Pykopoautens :Amit Kumar

Print Date:
Hara: 19.05.2022

Print Date:
Jarta: 19.05.2022

Print Date:
Jata: 19.05.2022

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

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

CERTIFICATE OF ANALYSIS ¢ ¢ +91 98166 56001-02

CEPTHOUKAT AHAJIN3A  \VWw.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, Taberkn, NOKPbIThIE MJIeHOYHOH 060104Koil, 400Mr + 325mr

Batch No / Cepust Ne : V2200877

Batch Quantity / O6bem napTun : 776.0 Kg

040001571761, 890001590888

Analytical Report No / AHanuTuyeckuii otyer Ne : Date of Analysis / JlaTa anannsa: 19.05.2022

Date of Manufacture / Jlata npouszsoacTsa : Apr-2022  |Date of Expiry / Cpok roguocrtu :Mar-2027

Analysis performed according ND / Auanus nposenen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 01 23.09.2019)

*8 |Microbial limits /

microbial count /
Obuee vnucrno

yeasts and mould
count / ObLyee yncno
OPOAOKEBBIX U

Mukpo6Guonorudyeckas
yncToTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

a3pOoBHbIX
MWKPOOPraHM3MoB
Less than 5 CFU/g /
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /

He 6onee 100 KOE/r

nnecHeBbIX rprubos Absent / OTcyTcTByeT
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT cootsercTByeT Tpebosanuam H]J | 3axkmouenne: OTOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [MposepeHo:Pravesh Rana Ono6peno: Menemkep /
Ankit ‘ [ PykoBoauTens :Amit Kumar
‘s 0 N

Print Date: Print Date: Print Date:
JlaTa: 19.05.2022 Hara: 19.05.2022 Hara: 19.05.2022
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

: 02
CERTIFICATE OF ANALYSIS & : 91 98166560010

.drreddys.
CEPTUOHMKAT AHAJIM3A | WWwerreadys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykmun®, Tabie Tk, MOKPbIThIe NIEHOYHOI 060104K0#, 400Mr + 325mr

Batch No / Cepus Ne : V2200877

Batch Quantity / O6bem naprun : 776.0 Kg

040001571761, 890001590888

Analytical Report No / AHaaurugeckuii otyer Ne : Date of Analysis / laTa ananuza: 19.05.2022

Date of Manufacture / JlaTa npousBojcrsa : Apr-2022 | Date of Expiry / Cpok roanocru :Mar-2027

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

9 |Uniformity of dosage
units

/ OfaHOpOAHOCTb
003MpoBaHns
Ibuprofen /
néynpodpeH

Paracetamol /

Acceptance value (AV) should be
2.6 not more than 15.0 /
MokasaTenb npuemnemocTtn (AV)
[orpkeH ObiTb He Bonee 15,0.

2.1 Acceptance value (AV) should be
not more than 15.0 /
MokazaTenb npuemnemoctu (AV)

Ankit @

napaueTamon JomkeH bbITb He Bonee 15,0.
10 |Assay/ 392.0 mg 360 to 440 mg of CizH1s02
KonuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Ci3H502
(nbynpodcheH) B TabneTke
327.77 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/ Opinion : APPROVED
TIpumeuanue: [IpoaykT cooreTcTByeT TpeGoBanusam HJ| | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[JoaroroeneHo: IIposepeHo:Pravesh Rana OnobpeHo: Menemxep /

1’ PykoBomutens :Amit Kumar

0 [f\ o /\/ =

Print Date: Print Date: Print Date:
Hara: 19.05.2022 Hara: 19.05.2022 Jata: 19.05.2022
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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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS |\ 4o v com
CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknun®, TabNeTKH, HOKPLIThIE NJIeHOYHOi 060n04Koii, 400mr + 325mr

Batch No / Cepus Ne : V2200877

Batch Quantity / O6bem naptun : 776.0 Kg

Analytical Report No / Ananurndeckuii oruer Ne :

040001571761, 890001590888

Date of Analysis / J]ata ananusa: 19.05.2022

Date of Manufacture / /IlaTta npousBoactsa : Apr-2022

Date of Expiry / Cpok rogHoctu :Mar-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

11 | Package / YrakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B NBX/Al 6nnctep. Mo 1
6nncTepy B nadky
KapTOHHY0 BMeCTe C
WHCTPYKUMER No
NPUMEHEHRMIO.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nucTep. Mo 1, 2 unn 20
BGnMCTEPOB B NadKy KapTOHHYO
BMEeCTe C MHCTPYKLUMEWn no
MPUMEHEHMUIO.

12 | Labeling / Mapkuposka

According to ND / B cootBetcTBur ¢ H[]

13 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHue Npun Temnepatype He Bbilwe 25 °C.
14 | Shelf life / Cpok 5 years /5 net
rogHoCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykTt coorBeTcTBYyeT TpeboBanuam HL

Opinion : APPROVED
3aknrouenue: OJIOBPEHO

Prepared by /
IToaroroBieHo:

Checked by /

[Mpoeepeno:Pravesh Rana
I

Approved by: Manager/Executive /
Onob6peno: Menenxep /
PykoBoauTens :Amit Kumar

1\;

o
Print Date:

Hara: 19.05.2022

Print Date:
Jarta: 19.05.2022

Print Date:
Jata: 19.05.2022
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