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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS Www.drreddys.com
CEPTUMHKAT AHAJII3A

Page 1 of 5/ Crp.1u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moy kAuH®, Ta0JIeTKH, TOKPLITHIE JIeHOYHON 060J104Koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300203

Batch Qu

antity / O6bem maptun : 776.0 KG

040001756522

Analytical Report No / AHanuTHYecKnii oTyer N :

Date of Analysis / /lata anaaun3a: 10.02.2023

Date of Manufacture / Jlata npon3sgoiactsa : Jan-2023

Date of Expiry / Cpok roguoctn : Dec-2027

Analysis performed according ND / Anasns nposesen no H/L: I1 N011252/01-300522

No Test / Iloxa3zaTennb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucatue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KaTCyNnoOBUAHOW (DOPMBI, TOKPBITHIC
IJIEHOYHOH 0BO0I0UKON OpaHKeBOro
1[BeTa, C PHUCKON Ha OJHOH CTOpOHE;
Ha [OMepeyHOM paspese — SIApO
6eoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTku  KaricyJloBHOHOM ¢dbopMmbl,
TIOKPBITHIE MJIEHOYHOMN obonoukoit
OpaH)XeBOr0 LIBETA, C PUCKOM Ha OJHOM
CTOpOHE; Ha MONEPEYHOM paspese — saApo
Henoro Wik moyTH H6€J10ro UBeTa.

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBercTBYeT TpeboBanusam HI

Opinion: APPROVED
3axmouenue: OJOBPEHO

Prepared by /
IToarorosneHo: Naresh

Kumar @

—

Reprint Date: 10.02.2023
JlaTa:

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoauT
enb : Amit Kumar

.._:/,'/’

Reprint Date: : 10.02.2023
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Reprint Date: : 10.02.2023
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Dr.Reddy’s ":'

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

CERTIFICATE OF ANALYSIs WWw-drreddys.com

CEPTUDPUKAT AHAJIM3A

Page2 of 5/ Ctp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, Ta6eTKH, HOKPBITHIE MIeH04YHO# 060/104K0il, 400 mr + 325 mr

Batch No / Cepus Ne : V2300203

Batch Quantity / O6bem naptun : 776.0 KG

040001756522

Analytical Report No / AnajuTnueckuii oTuer Ne : Date of Analysis / JIata ananusa: 10.02.2023

Date of Manufacture / aTa npoussoacrsa : Jan-2023 |Date of Expiry / Cpok roguocry : Dec-2027

Analysis performed according ND / Ananu3 nposegen no HJI: [T N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TonnuHHOCTB CooTBeTCTBYET 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 ynepK1UBaHHsl OCHOBHEBIX ITMKOB
Ha Xpomarorpamme HCIIBITYEMOTO
pactBopa  JOJKHBI  COOTBETCTBOBATH
BpeMEHaM  yepXKMBaHMs [IMKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHJapTHBIX
oOpasuos udynpodena W napaieramona

(pazmen «KonuuecTeeHHOE
ornpeeneHne»)
3 | Average tablets weight 966.9 mg / 966.9 mMr 940.9 mg to 999.1 mg
CpenHsis macca (970.0 mg £ 3%) /

TabJIETOK Or 940,9 wmMr jgpo 9991 Mr
(970,0 mr = 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeuanue: [TpoaykT cooTBeTcTBYET Tpebosaumsm HJL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoaroroeneHo: Naresh [Tpoeepeno: Pardeep Kumar /Ono6peno:Menenxep/PykoBoaut
Kumar CI\/( ' enb : Amit Kumar
Reprint Date: 10.02.2023 Reprint Date: : 10.02.2023 Reprint Date: : 10.02.2023
Hara: Hata: Hara:
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Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®HKAT AHAJTM3A

Page3of 5/Ctp.3 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykann®, TadaeTkn, NOKPLITHIE MJ1eH04Hoi 060104K0ii, 400 mr + 325 mMr

]

Batch No / Cepnst Ne : V2300203

Batch Quantity / OGbem napruu : 776.0 KG

040001756522

Analytical Report No / AHaanTHdeckuii order No :

Date of Analysis / IaTa ananu3a: 10.02.2023

Date of Manufacture / JlaTa npoussojacrsa : Jan-2023

Date of Expiry / Cpox roanocti : Dec-2027

Analysis performed according ND / Anaju3 mpoBejieH 1o HJI: TIN011252/01-300522

4 |Disintegration /
PacnajaemMocThb

07 min /07 mMn

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacrBopenne

97 % to 100%

98% to 101 %

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

He wMenee 70 % (Q) CisHisOs
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) GCsHoNO:
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napaueramon) yepes 30 MUH

6 |Related substances /

PoacTBeHHbIE TpUMecU
Method 1/ Meton 1

Method 2 / Meton 2

0.0002 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amunoderon (MpUMech napaueramona)
- not more than 0.005% /

ne 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jhiobas  enuHH4HAs
PUMECh (ubynpodena WK
napatieramona) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTByeT Tpedosanusm HJI

Opinion: APPROVED
3akmiouenue: OJJOBPEHO

Prepared by /
[MoarotoeneHo: Naresh

Kumar @

Checked by /
[TposepeHo: Pardeep Kumar

d-

Approved by: Manager/Executive
/O no6peno:Menemxep/PykoBoaut
enb : Amit Kumar

-

Reprint Date: 10.02.2023
Jlara:

Reprint Date: : 10.02.2023
Jara:

Reprint Date: : 10.02.2023
Hara:

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



Dr.Reddy’s Q':'.

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

CEPTHOUKAT AHAJIH3A

Page4 of 5/Crp.4m35

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

N6yKkaua®, TabieTKH, NORPLITHIE MACH

o4HOi 06008 K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2300203

Batch Quantity / OGbem napTus : 776.0 KG

040001756522

Analytical Report No / AHaJHTHYECKH il oTueT Ne :

Date of Analysis / JlaTa aHajn3a: 10.02.2023

Date of Manufacture / Jlata npoH3BOACTBA : Jan-2023

Date of Expiry / Cpok rogHocTH : Dec-2027

Analysis performed according ND / Anajau3 nposeiet no

H/JI: TIN011252/01-300522

napateTaMoll

7 |Water/Bopna 1.3% Not more than 5.0% /
He 6onee 5.0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.7 more than 15.0 /
OAHOPOAHOCTD [TokasaTenb nmpuemiemMocTtd (AV) no/keH
JIO3UPOBAHNS 65ITh He bonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.7 more than 15.0/
- Paracetamol/

ITokasaresb mpuemieMocTd (AV) f0JDKeH
6biTh He Gonee 15,0

9 |Microbial limits /
MuikpobronoruiecKas
YUCTOTA

a) Total aerobic
microbial count /
O6uee Y1cno
a3pOOHBIX
MUKPOAPTARAIMOB

b) Total combined
yeasts and mould count
/ OB1ee Yucno
NPOJMNOKEBBIX H
[JIeCHEBHIX TPHOOB

¢) E. coli

L

Less than 10 CFU/g/
Memnee 10 KOE/T

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 lg / OtcyrcTBHE B
1r

Remarks: The Product conforms to ND/
Mpumeuanue: [[pOAYKT COOTBETCTBYET tpebosanuam HIL

Opinion: APPROVED
3akatouenne: OJJOBPEHO

Hara:

Prepared by / Checked by / Approved by: Manager/Executive
[Moarotosneno: Naresh TIposepeno: Pardeep Kumar /Ono6peno:Menemkep/PykoBoauT
Kumar C : enb : Amit Kumar
M OL” B
. __ D
Reprint Date: 10.02.2023 Reprint Date: : 10.02.2023 Reprint Date: : 10.02.2023

Hara;

THara:

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




Dr.Reddy’s Q':‘

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

CEPTHOHKAT AHATU3A

Page 5of 5/CTp. 5135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg i
Hoyxaun®, TadaeTk, NOKPBITLIC nueHo4dnoi o6onouxoii, 400 mr + 325 mr
Batch No / Cepusa Ne : V2300203 Batch Quantity / O6bem napTuH : 776.0 KG
Analytical Report No / Anajarauecknii oryer Ne : Date of Analysis / lata anajmsa: 10.02.2023
040001756522
Date of Manufacture / Jlata npoussojicrsa : J an-2023 |Date of Expiry / Cpok roaHocTu : Dec-2027
’Xnalysis performed according ND / Ananu3s nposegen no HJL: T1 N011252/01-300522
10 |Assay/ 3600 to 440.0 mg of Ci3HisO2
KonuuecTBEHHOE 396.8 mg / 396.8 Mr (Ibuprofen) per tablet /
orpelenenme Or 360,0 mr no 440,0 mr CpHisO:
(ubynpoden) B TabNeTKE
2925 to 357.5 mg of CsHoNOs
320.41 mg/ 320.41 mr (Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO:
(rapaueTamon) B TabneTKe
11 | 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. / Tlo 10 [in a carton. / Tlo 10 Tabnerok B [BX/Al
ra6nertok B [IBX/Al 6mictep. Tlo 1 |Gnucrep. Ilo 1, 2 wim 20 Gnucrepos B
GnicTepy B HadKy KapTOHHYIO |Matky KapTOHHYIO BMECTE c
BMeECTE ¢ HHCTPYKUMEN MHCTPYKLHEHR MO TIPUMEHEHHIO.
10 MPUMEHCHHIO.
12 | Labeling / Mapknposka| According to ND. / B cooretctBun ¢ HJL,
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [TpH TeMneparype He Bblie 25 °C.
14 | Sholflife / Cpox S years [/ 5 meT
roAnOCTH

Remarks: The Product conforms to ND/
TMpumeuanue: [IpogyKT COOTBETCTBYET tpedosannam HJL

Opinion: APPROVED
3akarouenne: OJJOBPEHO

Prepared by /

[NonrotosneHo: Naresh

Checked by /
ITposepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Opo6peno:Menemxep/PyKoBOAUT

Jlara:

Kumar é . enb : Amit Kumar
5 L,l«-/ Do
= . (&V‘/
Reprint Date: 10.02.2023 Reprint Date: : 10.02.2023 Reprint Date: : 10.02.2023

Jlara:

Hara:
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