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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

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabneTkH, HOKPLIThIE IIEHOYHOH 000/104KOi, 400mr + 325mMr

Batch No / Cepust Ne : V2200931

Batch Quantity / O6bem napruu : 776.0 Kg

040001574134, 890001592455

Analytical Report No / AHaauTHYecKHi oT4eT Ne :

Date of Analysis / {laTa ananu3a: 26.05.2022

Date of Manufacture / lata npousBoacTsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Anann3 nposenen no HJI: ITINO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / Onucanune

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

on cross section- white core /

TabneTtku KancynosmaHov
dopmbl, NOKpbITbIE
NAeHOYHOM obonoukon
opaHXeBoro LpeTa, C pUckon
Ha OOHOW CTOpOHe;, Ha
nonepeyvyHom paspese — 84po
Oenoro ugeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBWAHOW
opmbl,  MOKPbITbIE  MNEHOYHOW
0bonoYKoN oOpaHXeBoro LpeTa, C
pUCKOW Ha OOHOW CTOpPOHE; Ha
nonepedyHom paspese aapo
Geroro unu no4yTtn Genoro useTa

Remarks : The Product conforms to ND/
Ipumeyanue: [poayxt cooteTcTBYET Tpebosanmsm HJL

Opinion : APPROVED
3axauenue: OJIOBPEHO

Prepared by /
[ToarotosieHo:

Checked by /
[Tposepeno:Naresh Kumar
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Approved by: Manager/Executive /
Opo6peno: Menemxep /
PykoBoautens :Payan Kumar
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

istt. .P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Distt. Solan, H.P.

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxanH®, Tab/eTKH, IOKPLITHIE N1eHOYHOH 0601049K0i, 400Mr + 325Mr

Batch No / Cepusa Ne : V2200931

Batch Quantity / O6bem mapTuu : 776.0 Kg

040001574134, 890001592455

Analytical Report No / AHanuTH4ecknii oryer Ne : Date of Analysis / lata ananu3za: 26.05.2022

Date of Manufacture / lata npousBoactia : Apr-2022  [Date of Expiry / Cpox roanoctu :Mar-2027

Analysis performed according ND / Ananus nposegen mo HJI: I1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. 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
MopgnnHHOCTL B cooTtBeTCTBUM C on the chromatogram of the test
onucaHnem solution should correspond to the

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

BpemeHa ygepxusBaHUA OCHOBHbIX

mass uniformity /
CpepHaa macca n
0QHOPOAHOCTb M0

nnKoB Ha XpomaTorpamme
ncnbiTyemoro pactsopa  AOSKHbI
COOTBETCTBOBATb BpemMeHam
yAepXKnBaHua nuKos Ha
XpomaTorpamme pacTtesopa
CTaHAapTHbIX obpasLos
ubynpocheHa 1 napauetamona
(paspen «KonnuectseHHoe
onpegerneHne»)

3 |Average weight and 967.6 mg 940,9 mg to 999,1 mg

(970,0 mg + 3,0 %) /
Or 9409 w™mr po 9991 wr
(970,0 mr + 3,0 %)

macce
18/20 tablets — NMT + 5% /
18/20 TabneTtok — He Gonee + 5 %
2/20 tablets — NMT £ 10% /
2/20 TabrieTok — He 6onee £ 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TpoaykT cootseTcTByeT TpeGosannsm HJI | 3akmouenne: OTOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeno:Naresh Kumar | Opo6peno: Menemxkep /
Ankit N @ PykoBoautens :Pavan Kumar
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
M6ykaun®, Tab1eTKu, MOKPLITHIE NIeHouHo# 060104uKoi, 400mr + 325mr

Batch No / Cepus Ne : V2200931

Batch Quantity / O6bem naptuu : 776.0 Kg

040001574134, 890001592455

Analytical Report No / Anamurndeckuii orger Ne : Date of Analysis / [lata ananu3za: 26.05.2022

Date of Manufacture / Jlata npon3soactsa : Apr-2022 | Date of Expiry / Cpok roanocru :Mar-2027

Analysis performed according ND / Ananns nposenen mo HJI[: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTtb

10 minutes 42 seconds Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactsopeHne

97% - 100% NLT 70% (Q) C13H1O2 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H1O2
(mbynpocpeH) Yepes 30 MuH

NLT 70% Q) CsHoNO
101% - 104% (Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CeHsNO2
(napaueTtamon) Yepes 30 MUH

6 |Related substances /
PopacTBeHHbIE NpuMmech

0.04 % Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
n6ynpoceHa — He 6onee 1,0 %
0.0002 % 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npyumech
napauetamona) — He 6onee 0,005%

7 |Water/Boga

1.3% Not more than 5.0% /
He 6onee 5,0 %

Ankit @

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TpoaykT cootsetcTByeT TpeboBanisiv HJT | 3akmodenme: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: IIpoBepeno:Naresh Kumar | Omo6peHo: Menemkep /

PyxoBoaurens :}?a\*an Kumar

@ Sharma & "‘i“_‘i.'.i-'f'-'

Print Date: Print Date: Print Date:
Jata: 26.05.2022 Jlara: 26.05.2022 Hata: 26.05.2022

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: 1L.85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
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Distt. Solan, H.P., 173 205, INDIA

CEPTUO®UKAT AHAJIM3A
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NGykanu®, Ta61eTKH, IOKPHITHIE MIeH0YHOol 060104K0#H, 400mr + 325mr

Batch No / Cepus Ne : V2200931

Batch Quantity / O6bem maptuu : 776.0 Kg

040001574134, 890001592455

Analytical Report No / AHaauTHYecKHii oT4eT Ne :

Date of Analysis / [laTa anannsa: 26.05.2022

Date of Manufacture / JlaTa npoussoacrsa : Apr-2022

Date of Expiry / Cpox rogaoctu :Mar-2027

Analysis performed according ND / Anaans nposenen no 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 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonornyeckas
ynucToTa

a) Total aerobic
microbial count /
O6LLee yncno
aspobHbIX
MWKPOOpPraHn3moB

b) Total combined
yeasts and mould
count / Obwwee unucno
OPOXOKEBBIX U
nrnecHeBbIX rpnboB

c) E. coli

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

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

Absent / OTcyTcTBYEeT

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/ Opinion : APPROVED
Tpumeuanue: [IpoaykT cootBeTcTByeT Tpebosanuam H]I | 3awmouenne: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: ITpoeepeHo:Naresh Kumar | Ono6peHo: Menemxkep /
Ankit A Ve Pyxosoautens [Pavan Kumar

€ g“«/ Sharma e
Print Date: Print Date: Print Date:
Jata: 26.05.2022 Hata: 26.05.2022 Jara: 26.05.2022

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: L85195AP1984PLC0O04507
www.drreddys.com




‘.c Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykaun®, TabaeTKH, NOKPLIThHIE IUIEHOYHOH o6onoukoii, 400mr + 325mr

Batch No / Cepust Ne : V2200931 Batch Quantity / O6bem napTun : 776.0 Kg

Analytical Report No / AnannTiyecknii oryer Ne : Date of Analysis / [IaTa ananusa: 26.05.2022
040001574134, 890001592455

Date of Manufacture / Jlata npoussocrsa : Apr-2022  |Date of Expiry / Cpok rogsocry :Mar-2027

Analysis performed according ND / Anasn3s nposeaen o HJI: IINO1 1252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHOpPOLHOCTL 1.6 MokasaTens npuemnemocTu (AV)
[03UpoBaHua AomkeH 6biTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.7 MokazaTenb npuemnemocTu (AV)
napaueTamon JormkeH bbiTe He 6onee 15,0.
10 |Assay/ 397.1 mg 360 to 440 mg of Ci3HiO2
KonudectseHHoe (Ibuprofen) per tablet /
onpeaeneHue Ot 360,0 mr go 440,0 mr Cq3H1s02
(nbynpodpeH) B Tabnetke
327.73 mg 2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHeNO:
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [TpoaykT cooTercTByeT Tpebosanisam HJT | 3axmodenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: TIposepeno:Naresh Kumar | Ono6peno: Menemkep /
Ankit PyxoBoaurens :Pavan Kumar
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkaun®, TabaeTK, NOKpPbIThIe VIeHO4HOi 060104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2200931 Batch Quantity / O6bem naptuu : 776.0 Kg

Analytical Report No / AHanuTH4ecknii oTdeT No : Date of Analysis / JlaTa ananm3a: 26.05.2022
040001574134, 890001592455

Date of Manufacture / lata nponssoacrsa : Apr-2022  |Date of Expiry / Cpok roaHoctu :Mar-2027

Analysis performed according ND / Auaiu3 nposeaed 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 ot 23.09.2019)

11 | Package / Ynakoska |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 leafletin |leaflet in a carton. / Mo 10 Tabnetok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6nmcTtep. Mo 1, 2 unmn 20

B MBX/Al 6nuctep. Mo 1 6nmcTepoBs B NAYKy KAPTOHHYHO
BnncTepy B naqky BMecCTe C UHCTPYKLMEN no
KapTOHHYO BMECTe C NMPVUMEHEHWIO.

WHCTPYKLMen rno

MPUMEHEHUIO.

12 | Labeling / Mapkuposka | According to ND / B cooteetcteum ¢ Hl]
13 | Storage conditions / At temperature not more than 25 °C. /

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

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanne: [IpoAyKT cooTBETCTBYeT Tpebopaniam HJI | 3akmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: IIposepeno:Naresh Kumar | Onobpeno: Menemkep /

PyxoBoautens :Pavan Kumar
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