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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJINU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykauu®, Ta6aeTKH, NOKPLITHIE NUIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepusa Ne : V2201085

Batch Quantity / O6bem maptnu : 776.0Kg

Analytical Report No / Ananntudeckuii or4yer No :
040001585792, 890001596116

Date of Analysis / {laTa ananu3a: 14.06.2022

Date of Manufacture / llata npousBojacTea : May-2022

Date of Expiry / Cpok rogocTu :Apr-2027

Analysis performed according ND / Anasu3 nposened no HJI: ITN011252/01-110717 (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 / Onucaxune

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

tablets;

on cross section- white core /
TabneTtku KancynoBuaHowu
thopmbl, NOKpPbITbIE
MIEHOYHOMN obonoukoi

OpaHXeBoro LBeTa, C pucKomn
Ha OOHOWM CTOpPOHE; Ha
nonepeYyHoM paspese — 94p0
Oernoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabreTkn KancynoBWAHOW
popMbl,  NOKpbITbIE  MSIEHOYHON
0060MNOYKOA OpaHXeBOro useTa, C
pUCKOW Ha OAHOW CTOpoHe; Ha
rnonepeyHoMm paspese —  54pO
Benoro vnuv nouTy Beroro UBeTa

Remarks : The Product conforms to ND/
IMpumeuanue: [TponykT coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akmouyenue: OJOBPEHO

Hata: 14.06.2022

Jlara: 14.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [TpoepeHo: Ramakant Ono6peno: Menemxep /
Ankit , ,VJ PykoBoauTens :Arlnit Kumar
@ @»&V e
A s
Print Date: Print Date: Print Date:

Hata: 14.06.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUHOHUKAT AHAJIM3A www.drreddys.com

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

HN6ykanu®, TabaeTKH, NOKPHITHIE IIEHOYHO#H 000/104K0ii, 400mMr + 325Mr

Batch No / Cepus Ne : V2201085 Batch Quantity / O6bem naptun : 776.0Kg

040001585792, 890001596116

Analytical Report No / AHanuTH4Yeckuii oTyer Ne : Date of Analysis / JlaTa anaau3a: 14.06.2022

Date of Manufacture / lata npoussoacrBa : May-2022 |Date of Expiry / Cpok ronnoctu :Apr-2027

Analysis performed according ND / Ananus nposeaes 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, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoAnMHHOCTL B cooTBeTcTBMM C
onncaHuem

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 ypepxumBaHUS OCHOBHbIX
nnKoB Ha XpomaTorpamme
NCNbITYEMOro  pacTeopa  AOSMKHbI
COOTBETCTBOBATL BpemMeHam
yaepXKusaHns MAKOB Ha
Xpomarorpamme pacTteopa
CTaHOapTHbIX obpasuoB
nbynpocdeHa 1  napaueramona
(pasgen «KonuuectseHHoe
onpeaeneHuer)

3 |Average weight and 972.8 mg
mass uniformity /
CpeaHsasa macca u
OQHOPOAHOCTbL MO
macce

Complies /cooteeTcTBUNK C

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

Or 940,9 wmr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok —He Oonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He 6onee £ 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: [IponyxT cooTBeTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIpoeepeno: Ramakant Onobpeno: Menemxep /
Ankit \ CQ/Vd PykoBoautens :Amit Kumar
L~ ]- s -L(—-:;_____,-
Print Date: Print Date: Print Date:
Hara: 14.06.2022 Jata: 14.06.2022 Hata: 14.06.2022
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Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH®UKAT AHAJTN3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
M6ykauH®, Ta6aeTKH, NOKPbIThIE ILIEHOMHOH 060J04K0it, 400Mr + 325mMr

Batch No / Cepust Ne : V2201085 Batch Quantity / O6sem naptun : 776.0Kg

Analytical Report No / AHaaaTHYecKHii oTyeT Ne : Date of Analysis / Jlata anaansa: 14.06.2022
040001585792, 890001596116

Date of Manufacture / lata npouspojctsa : May-2022 | Date of Expiry / Cpoxk rogHoctu :Apr-2027

Analysis performed according ND / AHaju3 npoBezieH no HJT: T1 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)

4 |Disintegration / 10 minutes 17 seconds  |Not more than 30 minutes /
PacnagaemocTb He 6onee 30 MuH

5 |Dissolution / 95% - 99% NLT 70% (Q) CisHsO2 (Ibuprofen)
PacTBOpeHue dissolved in 30 minutes /

He meHee 70 % (Q) CizH1g02
(wbynpodreH) yepes 30 MuH

NLT 70% (Q) CsHoNO-
96% - 101% (Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CeHsNO:
(napaueTamon) yepes 30 MUH

6 |Related substances / Below Disregard Limit % |Total impurities of Ibuprofen NMT
PopacTtBeHHbIE NpUMecH 1.0% / Cymma npumecen
néynpodera — He 6onee 1,0 %
0.0003 % 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHoeHon (npyumechb
napatieramona) — He 6onee 0,005%
7 |Water / Boga 1.3% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanue: [IpojykT cooreTcTByeT Tpedosanusam H/L 3akmoyenne: ONJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: [Mposepeno: Ramakant Ono6peno: Menepxep /

Ankit - - b(,d Pykopoautens :Amit Kumar

Print Date: Print Date: Print Date:

Iara: 14.06.2022 Hara: 14.06.2022 Jara: 14.06.2022
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Distt. Solan, H.P,, 173 205, INDIA
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CEPTHPUKAT AHAJIM3A
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxknann®, TabneTKl, NOKPLIThIE MJIEHOYHOH 060104K0ii, 400mr + 325Mr

Batch No / Cepust Ne : V2201085

Batch Quantity / O6bem mapruu : 776.0Kg

040001585792, 890001596116

Analytical Report No / Anajqurn4yeckuii oTuer Ne :

Date of Analysis / laTta ananuza: 14.06.2022

Date of Manufacture / /laTta npoussoacrea : May-2022

Date of Expiry / Cpok rogsoctu :Apr-2027

Analysis performed according ND / Anasu3 npoBegen mo HJI: IT1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzmM. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6wee yucno
a3pobHbIX
MWKPOOpPraHM3moB

b) Total combined
yeasts and mould
count / O6wee vnucno
OPONOKEBBIX U
nnecHesbIX rpnbos

c) E. coli

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

Less than 5 CFU/g /
Menee 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 / OtcyTtcTBUE B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykr coorBerctByeT TpeGoanuam HJ[ | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxroToBneHo: [IpoBepeno: Ramakant Onobpeno: Menemxep /
Ankit ﬂ M M/ Pykosogutens : Amit Kumar

-’/r [N

L— poe
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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 Tel : +91 98166 56001-02

CEPTUDPHUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxkauu®, Ta6aeTKH, MOKPBITHIE IIEHOYHOH 060104K0ii, 400mMr + 325Mr

Batch No / Cepua Ne : V2201085

Batch Quantity / O6bem mapruu : 776.0Kg

Analytical Report No / AnannTndyeckuii oryer Ne :
040001585792, 890001596116

Date of Analysis / lTata anaym3a: 14.06.2022

Date of Manufacture / laTa npousBojcrea : May-2022

Date of Expiry / Cpok rogHoctH :Apr-2027

Analysis performed according ND / Auasns nposeger o HJ: ITN011252/01-110717 (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 /
/ OgHopoAHOCTb 0.8 MokasaTtenb npuemnemocTyn (AV)
[031MpoBaHns JomKkeH obITk He Bonee 15,0.
Ibuprofen /
nbynpocheH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.7 MokasaTtenb npuemnemocT (AV)
napaueTramorn JormkeH ObiTb He Bonee 15,0.
10 |Assay/ 394.9 mg 360 to 440 mg of Ci3HO2
KonunuecTteeHHoe (Ibuprofen) per tablet /
onpegernexve Ot 360,0 mr go 440,0 mr Cq3Hs0:2
(néynpodheH) B TabrieTke
328.48 mg 2925 to 357.50 mg of CgHyNO:

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,
(napaueTtamorn) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [IpoaykT cooteTcTByeT TpeGoanuam HJI | 3akmouenne: OOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [TpoBepeHo: Ramakant Onobpeno: Menemxep /

Ankit e PykoBoautens : Amit Kumar

Print Date: Print Date: Print Date:

Hata: 14.06.2022 Hata: 14.06.2022 Jara: 14.06.2022
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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
HNoyxnnu®, TabaeTku, NOKPLITHIE IIeHOYHO# 000104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2201085

Batch Quantity / O6vem napruu : 776.0Kg

Analytical Report No / AHanuTH4Yeckuif oTyer Ne :
040001585792, 890001596116

Date of Analysis / JJaTa ananu3sa: 14.06.2022

Date of Manufacture / /lata npousBoactsa : May-2022

Date of Expiry / Cpok rognocrn :Apr-2027

Analysis performed according ND / Ananu3 nposegen o H{: TI N011252/01-110717 (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)

11 | Package / YnakoBska

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTok
B MNBX/Al 6nuctep. Mo 1
GnvcTepy B navky
KapTOHHYIO BMeCTe ¢
WHCTpYKUMen no
NPUMEHEHMIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTtok
B MBX/Al 6nuctep. Mo 1, 2 nnun 20
6nncTepos B Nayky KapTOHHYIO
BMeCTe C MHCTPYKUMEN No
NPUMEHEHMIO.

12 | Labeling / Mapknpoeka

According to ND / B cootesetcteun ¢ HA

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHune Mpu TemnepaTtype He Bblwe 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
roAHOCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [poaykr cootBeTcTByeT TpeGosanusam HJ[ | 3akmodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIpoBepeHo: Ramakant Onobpeno: Menemxep /
Ankit A 0\ PykoBogutens :Amit Kumar
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