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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

CEPTUPHKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 fng
Hoyrkann®, rabieTku, NOKpPLITHIC MJIeHOYHOI 060,104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2202030

Batch

Quantity / O6bem nmaptuu : 760.0Kg

040001652017,890001619678

Analytical Report No / Avanuruueckuii oryer Ne

Date of Analysis / lata ananusa: 08.10.2022

Date of Manufacture / /lata npoussoacrsa : SEP-2022

Date of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Anann3 nposegen mo HJI: I1 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)

S. |
No

Test

Result

Specification

1 |Description / Onucanne

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

tablets;

on cross section- white core /
TabneTkn KancynosugHon
hopmbl, MOKpbIThIE
MI€HOYHON obonoykori
OpaHXeBoro LiBeTa, C PUCKOW
Ha OAHOW CTOpPOHE; Ha

nonepeyHom paspese — s4po
6enoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBuaHom
dopMbl,  NOKPbITblE  NNEHOYHON

obonoykoll oOpaHXeBoro wuBeTa, C
pUCKOA Ha OOHOW CTOpPOHE;, Ha
nonepe4yHoMm paspese —  sApo

Benoro unu noyTn 6enoro LseTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
[pumeyanue: [TpoaykT cooTBeTcTBYeT TpeboBanusam HJ[ | 3akmouenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Honrorornewo: \ [Ipoeepeno: Naresh Kumar | Ono6peno: Menemxep /
Ankaj Verma ﬁ B @/ Pykosoautens :Kusum Lata
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Print Date: Print Date: Print Date:
Hara: 08.10.2022 Hara: 08.10.2022 Hara. 08.10.2022

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

CIN: L85195AP1984PLC004507
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

CEPTHOUKAT AHAJIU3A

www.drreddys.com

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

UGyk1uH®, TabIeTKH, NOKPbITHIE MIEHOUHOH 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2202030 Batch Quantity766_1>eM naptiu : 760.0Kg

040001652017,890001619678

Analytical Report No / Anaauruyeckuii otuer No : Date of Analysis / JlaTa ananusa: 08.10.2022

Date of Manufacture / lata nponssogcrsa : SEP-2022 | Date of Expiry / C pok rognoctu :AUG-2027

Analysis performed according ND / Anaaus nposeaen no HJI: ITNO11252/01-110717 (amend Ne 1 from
l06.09.2018, 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/
MognunHHOCTL B cooteeTcTBMM C
onucaHmem

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 ypepxunsaHus OCHOBHbIX
NKOB Ha XpomMaTtorpaMmme
NCNbITYEMOro  pacTeopa  AOMMKHbI
COOTBETCTBOBATH BpemMeHam
yaepXKnsaHus NUKOB Ha
Xpomarorpamme pacTteopa
CTaHAapTHBIX obpasuos
ubynpocdeHa u  napaueramona
(paspgen «KonnyectBeHHoe
onpegeneHne)

3 |Average weight and 974.0 mg
mass uniformity /
CpepHss macca u
OHOPOAHOCTb MO
Macce

Complies /cooTBeTCcTBUM C

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

Or 9409 wmr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He 6Gonee + 5 %
2/20 tablets — NMT + 10% /

2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykr cootBercTByeT TpeboBanHusam HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrotosneno: IIposepeno: Naresh Kumar | Ono6pero: Meunemxep /

Ankaj Verma /A - @ PykoBoautens :Kusum Lata

Print Date: Print Date: Print Date:

Hata: 08.10.2022 Hara: 08.10.2022 Hara. 08.10.2022
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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

CEPTUPHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6yknun®, TabjieTkH, NOKPBLITHIE MJIEHOYHO0 060104K0l, 400Mr + 325mMr

Batch No / Cepusa Ne : V2202030

Batch Quantity / O6bem naptun : 760.0Kg |

040001652017,890001619678

Analytical Report No / Ananuruuecknii oruyer Ne :

Date of Analysis / JlaTa ananmnza: 08.10.2022

Date of Manufacture / laTta npounssoacrsa : SEP-2022

Date of Expiry / Cpok roguocru :AUG-2027

Analysis performed according ND / Ananu3s nposegen mo HJI: II N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019) ]

4 |Disintegration /
PacnapaemocTb

07 minutes 03 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHne

96% - 102%

97% - 101%

NLT 70% (Q) Ci3H1:02 (Ibuprofen)
dissolved in 30 minutes /
He menee 70 % (Q)
(nbynpocbeHn) yepes 30 MuH

C13H1502

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

He wmenee 70 % (Q) CsHgNO:

(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacTteeHHbIe Npumeck

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (NpumMeck
napavertamona) — He 6onee 0,005%

7 |Water/ Boga

1.5%

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [lpoaykr cootBercTByeT TpeboBanuam HJI | 3akmodenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: ITposepeno: Naresh Kumar | Ono6peno: Menemxkep /

Ankaj Verma J\’I PykoBoaurens :Kusum Lata

Print Date: Print Date: Print Date:
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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

CEPTHDHKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UGy kann®, TabieTkH, NOKPLITLIE TIJIEHO4YHOM obos0ukoii, 400mr + 325mr

Batch No / Cepust Ne : V2202030

|Batch Quantity / O6bem nmapruu : 760.0Kg

040001652017,890001619678

Analytical Report No / AHasuTnuyeckuii oruer Ne :

Date of Analysis / laTta ananmsa: 08.10.2022

Date of Manufacture / Jlata nponsBoactsa : SEP-2022

Date of Expiry / Cpok roanoctn :AUG-2027

Analysis performed according ND / Anaaus nposenen no HJI: IT NO11252/01-110717 (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) J

[ *8 [Microbial fimits /
Mukpobuonoruyeckas
ynucToTa

a) Total aerobic
microbial count /
Obwee yncrio
a3p0o0bHbIX
MWKPOOPraHn3mMoB

b) Total combined
yeasts and mould
count/ ObLyee yucno
OPONCKEBBIX 1
NnecHeBbIX rpuboB

¢) E. coli

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

Less than § 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 / OTcyTcTBYE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumevanue: TIponykT cootsercTByeT Tpeboanusm HJ[ | 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneno: IIposepeHo: Naresh Kumar | Ono6peno: Menemxkep /
Ankaj Verma PyxoBoautens :Kusum Lata
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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

CEPTUPHKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 4(_)_07ng + 325 mg

HO6ykann®, TabjeTku, NOKPbITHIE NJIEHOYHOI 060/104K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2202030 Batch Quantity / O6bem napruu : 760.0Kg

040001652017,890001619678

Analytical Report No / Avanutu4eckuii oruer Ne : Date of Analysis / JlaTta ananuza: 08.10.2022

Date of Manufacture / laTa npousBoacTsa : SEP-2022 | Date of Expiry / Cpok rogsocrn :AUG-2027

Analysis performed according ND / Ananu3 nposeaen o HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 [Uniformity of dosage
units

/ OpHopogHOCTb 1.9
[03UpoBaHuA
Ibuprofen /
ubynpocpeH

Acceptance value (AV) should be |
not more than 15.0 /
MokazaTens npuemnemoctu (AV)
pormkeH beite He Gonee 15,0.

Acceptance value (AV) should be

1.6 not more than 15.0 /
Paracetamol / MNokaszatenb npuemnemoctu (AV)
| napaueTamon JormkeH ObITb He Bonee 15,0.
10 |Assay/ 395.2 mg 360 to 440 mg of Ci3H02
KonuuecteseHHoe (Ibuprofen) per tablet /
onpegeneHune Ot 360,0 mr go 440,0 mr C3H1502
(nBynpodbeH) B TabneTke
329.47 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
IIpumeuanue: [Tpoaykr cootBercrByet TpeboBanusam HJI | 3akmouenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: IIposepeno: Naresh Kumar | Ono6peno: Menemxkep /
Ankaj Verma ﬁ/ @ Pykosopurens :Kusum Lata

> AR -
Print Date: Print Date: Print Date:
Jara: 08.10.2022 Hara: 08.10.2022 Hara. 08.10.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Qe
Dr.Reddy’s €3¢

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

CEPTUDOHKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NGyxnun®, Tab1eTky, NOKPbITHIE MJIEHOYHOI 000/104K0i#, 400Mr + 325Mr

Batch No / Cepust Ne : V2202030

Batch Quantity / O6sem napTun : 760.0Kg

040001652017,890001619678

Analytical Report No / AHanmuTH4YecKHil oTyeT Ne :

Date of Analysis / JlaTta ananu3za: 08.10.2022

Date of Manufacture / laTa nupoussoactsa : SEP-2022

Date of Expiry / Cpoxk rogaocti :AUG-2027

Analysis performed according ND / Auaau3 nposenen mo HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

11 | Package / Ynakoeka

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MBX/Al 6nuctep. Mo 1
6nuncrepy B nayky
KapTOHHY BMeCTe ¢
WNHCTpYKUMEn no
NPUMEHEHUID.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al 6nucTep. Mo 1, 2 unu 20
B6nmcTepoB B NayKy KapTOHHYIO
BMECTe C UHCTpYKUMeN no
NPUMEHERUIO.

12 | Labeling / MapkunpoBka

According to ND / B cooTteeTcTBum ¢ HJ]

13 | Storage conditions /

At temperature not more than 25 °C. /

| |XpaHeHve Mpu TemnepaTtype He Bbllwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHocTH

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorsercreyer TpeboBanmsam HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosneHo:

Ankaj Verma ﬁ .

Checked by /
ITposepeno: Naresh Kumar

?

P

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBoautens :Kusum Lata

Print Date:
Jata: 08.10.2022

Print Date:
Hata: 08.10.2022
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