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Vill. Khol, Nalagarh Read, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page10of6/Crp. 1 u36

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabJieTKU, NOKPBIThIE NIeHOUHOI 0060J04K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300858

Batch Quantity / O6bem naptuu : 762.600K g

Analytical Report No / Ananutuieckuii otueT Ne :
040001830726

Date of Analysis / Jlata ananuza: 18.05.2023

Date of Manufacture / Jlata npousBoactsa : Apr-2023

Date of Expiry / Cpok ropHocTy : Mar-2028

Analysis performed according ND / Ananu3 nposeaet no H/I: [T N011252/01-300522

No

Test / Iloxa3zaTejab

Results/ PesynabTaThl

Specification / Hopma

1

Description/ OnucaHue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core./ Tabnerku
KarcynoBUAHONH (QOpMBbL, MOKPbLIThIE
NJIEHOYHOH 000JIOUKON OpaHKEBOTo
[[BETa, C PUCKOI Ha OJHOH CTOpOHE;
Ha TIOMEpPEeYHOM pas3pese — sIpo
Genoro nBera.

Capsule-like orange-coloured_ﬁlm-coated

one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancynoBUAHOW dbopmbl,
MOKPBITHIE TJIEHOUHOH obonoukoi

OpaHXeBOro LBETa, C PUCKOH Ha OJHOH
CTOpOHE; Ha MONEPEUHOM paspese — sApo
6Ee10T0 MM NMOYTH OeNoro LBeTa.

Identification /
[TomnuHHOCTE

Complies as prescribed/
CoO0TBETCTBYET

The retention times 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) /

BpeMmeHa yaepXUBaHHS OCHOBHBIX MHKOB

Ha XpoMarorpamme HCIIBITYEMOI'O
pacTBopa JOJDKHBI COOTBETCTBOBATDH
BpeMEHaM YAEPXKUBAHNA ITHMKOB Ha

XpOMaTorpaMMe pacTBOpa CTaHAapTHBIX
obpasuo ubynpodeHa u mapaueramosa
(pasnen «KonnuectseHHOE
ompeeaeHHE)

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboranusam HJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: P_Eideep [Iposepeno: Himesh Kumar OnobpeHo: Men }Icewyxosonmenb
Kumar 3 (= —> | Amit Kumar 7&"//’

Reprint Date: Reprint Date: Reprint Date: 3

JlaTa:18.05.2023 Jata:18.05.2023 Jlara:18.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax; +91 40 4200 2998, Email: mail@drreddys.com

CIN: L85195AP1584PLCO04507
www.drreddys com
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykanu®, Tab/ieTKH, NOKPbIThIE MJ1eHOYHOH 000104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne :

V2300858

Batch Quantity / O6bemM maptun : 762.600K g

040001830726

Analytical Report No / Ananutudeckunii otuer Ne :

Date of Analysis / Jlata ananuza: 18.05.2023

Date of Manufacture / lata npon3soactsa : Apr-2023

Date of Expiry / Cpok roanoctu : Mar-2028

Analysis performed according ND / Anann3s nposened no HJI: I1 N011252/01-300522

| 3 |Average tablets
CpeaHsist macca
TabneTok

weight 972.9 mg/972.9 mr 1940.9 mg to 999.1 mg

(970.0 mg + 3%) /
Ot 940,9 ML [0 999,1 MT
(970,0 Mr £+ 3 %)

4 |Disintegration /
PacnamaemocTts

08 min 44sec / 08 muH 44 cek Not more than 30 minutes /

He 6o0nee 30 MuH

5 |Dissolution /
PactBopeHue

98 % to 102%

100% to 104%

Not less than 70% (Q) Ci3His02
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Cp;Hiz0q
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CzHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO,
(napaueramon) yepe3 30 MHH

Remarks-: The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorseTcTByeT Tpebopanuam HJl | 3akmouenne: ONOBPEHO

Opinion : APPROVED

Jarta:18.05.2023

Jara:18.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosineHo: Pardeep Hposepeﬂw Onob6peHo: Mengmkep / Pykosoautens
Kumar Qi-’ — Amit Kumar /&-@\ A

Reprint Date: Reprint Date: Reprint Date: !

Jara:18.05.2023

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Fiyderaoad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4200 2995, Email: mail@diraddys.com
CIN: L85195AP1584PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykauu®, TabjeTKH, MOKPbIThIE MJIeHOYHOi 000J104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300858

Batch Quantity / O6bem naptuu : 762.600K g

040001830726

Analytical Report No / Ananutudeckuii order No :

Date of Analysis / Jlata ananu3a: 18.05.2023

Date of Manufacture / Jlata npon3soacTsa : Apr-2023

Date of Expiry / Cpok rogHocTH : Mar-2028

Analysis performed according ND / Ananns nposezer no HJI: I1 N011252/01-300522

6 |Related substances /
PoacTeeHHble NpHMECH
Method 1/ Meton 1

Method 2 / Meron 2

0.0002%

0.03%

0.03%

|4-aminophenol (paracetamol impurity) /
4-amuHOGeHON (MPUMECH MapaneTamorna)
- not more than 0.005% /

He Gosee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas eauHn4Has
npHMech (ubympodena nnu
napaueramona) - not more than 0.3% /

He 6osee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meton 1 + Meton 2) -
not more than 0.7% / He 6onee 0,7 %

9 |Water/ Boga

1.6 %

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

Remarks : The Product conforms to ND/

Ilpumeuanne: [1poaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotoeneHo: Pardeep | IIpoeepeno; Himesh Kumar Onobpeno: Meng c@RQ’yKOBonHTenb
Kumar — Amit Kumar el

KReprint Date! Reprint Date! Reprint Dawe:

Hata:18.05.2023 Hata:18.05.2023 Hara:18.05.2023

Registered Office: 3-2-337, Road o, 3, Baniara Hills, Hydarahaa
Tei: +91 40 4500 2200, Fasx: 493 40 4200 2¢
CIN, L85195AP1384PLIN04507
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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 : +91 98166 56061-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 4 of 6/ Ctp. 4 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
UG6ykauu®, TabeTKY, NOKPHITHIE NJIEHOYHO# 060104K0ii, 400 mr + 325 mMr

Batch No / Cepust Ne : V2300858

Batch Quantity / O6bem naptuu : 762.600K g

040001830726

Analytical Report No / Ananutudeckuit otuer Ne :

Date of Analysis / Jlata ananuza: 18.05.2023

Date of Manufacture / Jlata npouzsonctsa : Apr-2023

Date of Expiry / Cpok rogHocTH : Mar-2028

Analysis performed according ND / Ananu3 nposenes no HJ{: [T N011252/01-300522

| 10 [Uniformity of dosage
units /
OOHOPORHOCTD
JIO3UPOBAHHUS

- Ibuprofen /ubynpoden

- Paracetamol/
napaneTamo

1.2

1.3

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

ITokazarens npuemneMocti (AV) nomkeH
ObITh He OoJiee 15,0

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

INokazarens npueMaeMoctn (AV) nomked
ObITL He Honee 15,0

11 |Microbial limits /
Muxkpobuonoruueckas
YUCTOTA

a) Total aerobic
microbial count /
O61uee 4ucio
a3poOHBIX
MHKPOOPraHHU3MOB

b) Total combined
yeasts and mould count
/ Ob1ee 4nucno
JPOIKIKEBBIX U
IJIECHEBBLIX TPpHOOB

¢) E. coli

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

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

Absent in 1g/ OtcyTcTBYET B 1T

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 lg / OrcyTcTBHE B
Ir

Remarks : The Product conforms to ND/

Mpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axmiouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarotorneHo: Pardeep | IIposepeno; Himesh Kumar OnobpeHo: Meyemkep / PykoBoaurelb
Kumar ‘?:f—/: —) In Amit Kumar N\

Reprint Date: Reprint Date; Reprint Date: | =

Hata:18.05.2023 Jara:18.05.2023 Jata:18.05.2023

Registered Office: 8-2-337, Roaa No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2800, Fax: +91 40 4200 2999, Email: mait@drreddys.com
CIN: L85195AP1384PLCO04507
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
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 50of 6/ CTp.5 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ho6ykauu®, TabaeTKH, NOKPHITHIE IIJIEHOYHOH 060J104K0ii, 400 Mr + 325 mr
Batch No / Cepust No : V2300858 Batch Quantity / O6bem napTtuu : 762.600K g
Analytical Report No / AHanuTtn4eckuit otyet Ne ; Date of Analysis / Jlata ananu3a: 18.05.2023
040001830726
Date of Manufacture / Jlata npon3sojcrsa : Apr-2023 Date of Expiry / Cpok rogHocTy : Mar-2028
Analysis performed according ND / Ananu3s nposeae no HJI: 1 N011252/01-300522
12 |Assay/ 3939 mg/393.9 Mr [360.0 to 440.0 mg of C;H;02
KonuuectBeHROE (Ibuprofen) per tablet /
onpeaenenHne Or 360,0 mr ao 440,0 mr C;HigO:
(ubynpoden) B Tabnerke
325.60 mg / 325.60 mr 2925 to 3575 mg of CsHoNO;
(Paracetamol) per tablet /
Or 2925 mr go 357,5 mr CsHoNO,
(napaneramon) B TabieTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / ITo 10 |in a carton. / [1o 10 tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6auctep. Ilo 1, 2 unu 20 6aucrepoB B
bnrcTepy B TMadKy KapTOHHYIO |Madky KapTOHHYIO BMECTE c
BMECTE C  HWHCTPYKUHMEH IO |MHCTPYKLHEH Mo MPHUMEHEHHUIO.
IIPHMEHEHHUIO.
14 | Labeling / Mapkuposka| According to ND. / B cootsetcTBuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue Ilpu Temneparype He Bbiie 25 °C.
16 | Shelf life / Cpok S years / 5 net
rOHOCTH

Remarks : The Product conforms to ND/

Opinion : APPROVED

Tpumeuanue: [Tpoaykt cootBetcTByeT Tpebopanusam HJl | 3akmodenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonrorosneHo: Pardeep | [IpoepeHo; Himesh Kumar OpnobpeHo: Mengmxep / PykoBoauTens
Kumar = — "_"‘\.} o= Amit Kumar ~M—

Reprint Date: Reprint Date: Reprint Date: ' °

JlaTa:18.05.2023 Jlara:18.05.2023 Hara:18.05.2023

Registered Office: 8-2-337, Road No. 3, Baniara Hills, Hyderahad - 500034, Telangana, Indin
Tel: +91 40 4900 2200, Fax: +91 40 4200 2999, Emril: mail@drreddys.com
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Bo Dr. Reddy's Laboratories Ltd.
Dr. Reddy,s ‘... Formulation Unit-6
. Vill. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDjA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

Page 6 of 6/ C1p. 6 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HOyxkauH®, Ta6J1eTKH, MTOKPHIThIE IJIEHOYHOI 060J104K0i1, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300858 Batch Quantity / O6bem naptiu : 762.600K g
Analytical Report No / AHanutuyeckuii otyer Ne : Date of Analysis / Jlata ananu3a: 18.05.2023
040001830726 -

Date of Manufacture / Jlata npou3ssoacTga : Apr-2023 Date of Expiry / Cpok rognocti : Mar-2028

Analysis performed according ND / Aunanu3s nposezen no HJT: IT N011252/01-300522

ﬁgi;:ﬁi}gﬁi) 1( OC (MHH): Ibuprofen / U6ynpoden Paracetamol / INapaueramon
API manufacturer batch number / 1201/23/A-0528, 1596/22-23
Homep cepuu npoussonureass ADC: 1201/23/A-0534
FP Manufacturer API Batch number / B )
Howmep cepuu cybcranuun FEQA00070, FEQA00071 FEQAO00165
npouszpoauTens [ JID:

IOL Chemicals and Pharmaceuticals | Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / MOJI Kemukanc suz | Ltd., India / Illpu Kpuwua
Ipoussogutens A®C, crpana: Papmacerotrkanc Jta., Haaus ®apmacstotukaic Jita.,

Unpus

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpnmeuaunne: [Mponykr cootBercrByeT TpeGoBanusm HJ | 3akmouenne: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toprorosneno: Pardeep | [Iposepeno: Himesh Kumar Ono6peno: Menemxep / PykoBoaurtens
Kumar : — == Amit Kumar N\ -
Repriut Date: Reprint Date: Reprint Date: <
Hata:18.05.2023 Jata:18.05.2023 Hata:18.05.2023

Registered Office: 8-2-337, Road No. 3, Banime Hills, Hyderabod - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91L 40 1200 2900, Email: mail@drreddys.com
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