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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabaeTk, NOKPHITHIE IJIEHOYHOH 060104K0il, 400MT + 325Mr

Batch No / Cepust Ne : V2202110

Batch Quantity / O6bem naprun : 776.0Kg

040001656370,890001620551

Analytical Report No / AnanuTuyeckuii otuer Ne :

Date of Analysis /ﬁaTa ananusa: 13.10.2022

Date of Manufacture / Jlata npoussoacrsa : SEP-2022

Date of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Anann3z npoeegen mo H/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, n3m. No 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section~ white core /
Tabnetku KancynoBUAHON
dhopmbl, NOKpbITLIE
NIIEHOYHOI oBonoukoii
OpaHXeBoro LBeTa, C pUCKoW
Ha OOHOW CTOpPOHE; Ha

rornepeyHoMm paspese — 94po
f6enoro useTta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core /| Tabnetkm KancynoBuaHon
dopMbl,  NOKPbITEIE  FNEHOYHON
0BonoYKon OpaHXeBoro LuBeTa, C
pUCKON Ha OAHOW CTOPOHe; Ha
rnonepeyHoM  paspese AAPO
©enoro nnun no4ytn Genoro uBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Iponykt cootBetcTBYeT TpeGoBaHusam H]I | 3akmodenne: ONOBPEHO
Prepared by / Checked by / ' Approved by: Manager/Executive /
IloaroroBneno: ITpoBepeno: Pardeep Kumar | Ono6peno: Menemkep /
Ramakant : L& . Pyxosoagutens :Amit Kumar
gw\:cb/ 1 .

. e
Print Date: Print Date: Print Date:
Jara: 13.10.2022 Hara: 13.10.2022 Hata. 13.10.2022
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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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

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

HNoykanu®, TabneTkd, NOKPBITHIE IIeHOUHOH 00oa04Koil, 400mr + 325mr

Batch No / Cepus Ne : V2202110 Batch Quantity / O6bem naptum : 776.0Kg

040001656370,890001620551

Analytical Report No / Ananntuyeckuii oryer Ne : Date of Analysis / [laTa anaausa: 13.10.2022

Date of Manufacture / Jlata npousgojacrsa : SEP-2022 | Date of Expiry / Cpok rogaoctn :AUG-2027

Analysis performed according ND / Ananus npogened no HJL: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MNognuHHOCTL B cooTBeTCcTBUM C
onvicaHnem

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 ypepxuBaHUs OCHOBHbLIX
fINKoB Ha XpomMmarorpamme
VCMBITYEMOrQ  pacteopa  AOSDKHbI
COOTBETCTBOBATH BpemMeHam
yaepXnsaHus nuKoB Ha
Xpomarorpamme pacTteopa
CTaHgapTHbIX obpasuos
woéynpocbeHa U1 napaudetramona
(pasoen «KonuyecteeHHoe
onpeneneHne»)

3 |Average weight and 968.1 mg
mass uniformity /
CpegHsas macca u
OAHOPOAHOCTL MO
macce

Complies /cooTBeTCTBUU C

940,9 mg to 9991 mg
(970,0 mg = 3,0 %) /

Or 9409 wmr pgo 999,11 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 bornee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBaHusM HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by /

[ToarororneHo: [TposepeHo: Pardeep Kumar

Ramakant _, Q‘
kot

‘(iﬂhy “"—{—_’

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

A\

—
g..--'""'_ﬂ—_

Piint Date: Print Date:
Jara: 13.10.2022 Hara: 13.10.2022

Print Date:
Jata. 13.10.2022

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
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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

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknauH®, TabaeTKkH, NOKPbIThIE MJIEeHOYHOI 000J04KO0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2202110

Batch Quantity / O6bem naptun : 776.0Kg

040001656370,890001620551

Analytical Report No / AHanuTu4yeckuii oT4yeT Ne :

Date of Analysis / JaTta ananuza: 13.10.2022

Date of Manufacture / Jlata npoussoncrsa : SEP-2022

Date of Expiry / Cpok rognoctn :AUG-2027

Analysis performed according ND / Auanu3 nposexed mo 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, n3m. Ne 2 o1 23.09.2019)

4 | Disintegration /
PacnapaemocTtb

07 minutes 47 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTtsopeHue

97% - 102%

95% - 102%

NLT 70% (Q) C13H1s02 (lbuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodpeH) yepes 30 MuH

C13H1502

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

He meHee 70 % (Q) CsHoNO:

(napaueTtamon) yepes 30 MuH

6 |Related substances /
PogcTteeHHbIe npyumech

0.03%

0.0003%

Total impurities of lbuprofen NMT
1.0% / Cymma npumecei
nbynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopga

1.4%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [Ipoaykr cootsercTByeT Tpebosanusm HJI | 3axaouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [TpoeepeHo: Pardeep Kumar | Ono6peno: Menemxep /
Ramakant 4 (| 4 [1 PykoBoautens :Amit Kumar
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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

CEPTHOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykana®, TabJieTKy, NOKPLIThIE NIEHOUYHOI 0001049K0l, 400Mr + 325mr

Batch No / Cepust Ne : V2202110

Batch Quantity / O6bem napruu : 776.0Kg

040001656370,890001620551

Analytical Report No / Ananutuyeckuii oryer Ne :

Date of Analysis / laTa ananusa: 13.10.2022

Date of Manufacture / [lata npoussoacrsa : SEP-2022

Date of Expiry / Cpox rognoctu :AUG-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ{: I 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)

*8 |Microbial limits /
Mukpobunonorundveckas
4yncToTa

a) Total aerobic
microbial count /
OO0LiLee yucno
a3poBHbIX
MUWKPOOpPraHn3mMoB

b) Total combined
yeasts and mould
count / ObLlee yncno
OPOXCKEBLIX U
nnecHesbIX rpubos

¢) E. coli

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

Less than 5 CFU/g /
Menee 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 / OTcyTcTBME B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: Ipoaykr cootBeTcTByeT Tpebopanusam HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: INposepeno: Pardeep Kumar | OnobpeHo: Menemxep /
Ramakant - w / Pykosoautens :Amit Kumar

) — 2 :
Print Nate Print Nate- Print Dater
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Formulation Unit-6
Dr. Reddy s '. ' Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel:+91 98166 56001-02
CEPTU®UKAT AHAJIM3A  Www.drreddys.com

'Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6y kanu®, Tabuerku, NOKPbIThIe MJIeH04HOl 060104K0ii, 400mr + 325mr
Batch No / Cepust Ne : V2202110 Batch Quantity / O6bem naprun : 776.0Kg

Analytical Report No / Ananutuueckuii order Ne : Date of Analysis / laTa ananusa: 13.10.2022
040001656370,890001620551
Date of Manufacture / lata npoussoacrsa : SEP-2022 |Date of Expiry / Cpox rogaoctn :AUG-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 Acceptance value (AV) should be
units not more than 15.0 /
/ O4ROPOAHOCTL 1.6 MokasaTtenb npuemnemocTtn (AV)
0031poBaHNA JormkeH ObiTb He bonee 15,0.
Ibuprofen /
néynpodpeH Acceptance value (AV) should be
1.7 not more than 15.0 /
Paracetamol / MokasaTtens npuemnemocTn (AV)
napavetamon pomkeH 6biTe He Bosee 15,0.
10 |Assay/ 397.4 mg 360 to 440 mg of CizHis02
KonuyecTtseHHoe (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr go 440,0 mr C3H150:2
(nBynpodreH) B TabneTke
322.31 mg
2925 to 357.50 mg of CaHgNOz
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO:
(napauetamon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoxykr cootBetcTBYET TpeGopanuam HJ[ | 3akmouenne: OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: A [Tpoeepeno: Pardeep Kumar | Ono6peno: Menenxkep /
Ramakant QL& PykoBoautens : Amit Kumar
. =l Apin—
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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

CEPTUPHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabaeTKy, NOKPBITHIE IJIEHOYHOI 060104KOii, 400Mr + 325Mr

Batch No / Cepus Ne : V2202110

Batch Quantity / O6bem naptuu : 776.0Kg

040001656370,890001620551

Analytical Report No / AHajguTHYecKHii oTdyeT Ne :

Date of Analysis / laTa anasan3sa: 13.10.2022

Date of Manufacture / lata npon3sBoacriea : SEP-2022

Date of Expiry / Cpok rogaoctu :AUG-2027

Analysis performed according ND / Anau3 nposegen no HJI: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nuam. 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 TabneTtok |8 MNBX/Al 6rinctep. Mo 1, 2 unn 20
B MNBX/Al 6nucTep. Mo 1 6nuUcTepoB B NadKy KAPTOHHYHO
onucTepy._B navky BMECTE C UHCTPYKUMER MO
KapTOHHYI BMECTE ¢ NPUMEHEHMIO.
WHCTPYKLUKMENR No
NPUMEHEHMIO.
12 | Labeling / MapkupoBka | According to ND / B cootseTcTeun ¢ HI
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHocTu

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IpoaykT cootseTcTByeT TpeboBanusam HJI | 3akmouenue: ONOBPEHO

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

[ToarorosneHo: [TpoBepeHo: Pardeep Kumar | Ono6peno: Menenxep /

Ramakant O‘J'\ PyxoBoautens :Amit Kumar
Q—A/ =— N
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