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

H6ykana®, Tab/eTKH, IOKPLITHIE MJ1eHOYHOH o6osouxoii, 400 mr + 325 mr

Batch No / Cepusi No : V2202374 Batch Quantity / O6bem naptun : 776.0kG
Analytical Report No / Ananuruyeckuii order Ne : Date of Analysis / JlaTa anaiadsa:
040001716903.890001635450 27.12.2022

Date of Manufacture / Jlata npoussogersa : Oct-2022 |Date of Expiry / CpoK roxHoCTH : Sep-2027

Analysis performed according ND / Anann3 nposenen mo HJL: T1N011252/01-300522

Ne |Test/ IlokasaTesb Results/ Pe3yabTaThl

Specification / Hopma

6eJIoro LBETA.

1 |Description/ Oniucanue |Capsule-like orange-coloured film- Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;
cross section - white core./TabeTku|on cross section- white or off-white core. /
KancyJioBUAHOH (opMbl, MOKpbIThIE| TabneTku KarcyJoBHIHOM tdopmbl,
TINeHO4HON OGONOUKOl OpaHXEBOro|MOKPBITHIE — NJIEHOUHOH  OGONOUKOH
1[BeTa, C PHCKOIl HA OJIHOH CTOPOHE;|OpaHXeBOro LBETa, C PUCKOH Ha OJHOH
Ha TONEpeYHOM paspe3e — sApO|CTOPOHE; Ha MOMEPEUHOM paspese — sapo

6eJIoro Wiy Mo4TH 6eJ10ro LBETA.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorserctByeT Tpebosanuam HJL

Opinion : APPROVED
3axmouyenne: OJJOBPEHO

Prepared by / Checked by /
[MogrotosneHo: Pravesh | ITpoBepeno:Ramakant

Rana /L % W

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

A
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JHara: Jara:

Reprint Date: 27.12.2022
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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘
Dr.Reddy’s Q

L]

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabaeTki, MOKPLIThIE IIEHOYHOMH obosouroii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2202374

Batch Quantity / O6bem naptun : 776.0kG

040001716903,890001635450

Analytical Report No / AsanaTHueckuii oruer Ne : Date of Analysis / [laTa ananu3a:

27.12.2022

Date of Manufacture / Jlata nponzsoactaa : Oct-2022 |Date of Expiry / Cpok roxHocTs : Sep-2027

Analysis performed according ND / Anaju3 npoBejies no HJI: TIN011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTB 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 y/ep)KHBaHHs OCHOBHBIX MMUKOB
Ha XpOMaTorpaMme HCTIBITYEMOT0
pacTBOpa  JOJKHBI  COOTBETCTBOBATbH
BpeMEHaM  yNEpXHBaHWs [HKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHIapTHBIX
o6pasioB ubynpodena u mapaneramona

TabeToK

(paznen «KonuecTBEHHOE
ompeeNieHUe»)
3 |Average tablets weight 970.1 mg/970.1mMr 940.9 mg to 999.1 mg
Cpennsist Macca (970.0 mg =+ 3%) /

Or 940,9 wmMr jgo 999, Mr
(970,0 mr + 3 %)

4 |Disintegration / 09min /09 muH Not more than 30 minutes /

Pacnanaemocth He 6oree 30 MUH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooTBeTcTByeT TpeboBanuam HIT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Moaroroeneno: Pravesh | [TpoBepeno:Ramakant /O no6peno:Menemkep/PykoBoAUT
Rana / - ellb Amit Kumar
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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
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[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Ta6IeTKH, NOKPHITHIE JIeHOYHO# 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2202374

Batch Quantity / O6bem naptiu : 776.0kG

Analytical Report No / AHaauTHYecKHi oTyeT Ne :
040001716903,890001635450

Date of Analysis / JlaTa aHann3a:
27.12.2022

Date of Manufacture / Jlata nponssoacrea : Oct-2022

Date of Expiry / Cpok roanocts : Sep-2027

Analysis performed according ND / Ananu3 nposeaen no HJL: ITN011252/01-300522

5 |Dissolution /
PactBopeHue

98% To 100 %

98% To 103 %

Not less than 70% (Q) Ci3Hi50,
(Tbuprofen) dissolved in 30 minutes /

He wmemee 70 % (Q) CisHisO2
(ubynpocden) uepes 30 MKH
Not less than 70% (Q) CsHoNO;

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(napauetamon) yepe3 30 MuH

6 |Related substances /
PoncTBeHHBIE NPUMECH
Method 1/ Meton 1

Methad ? { Meran ?

0.0001%

0.03%

0.06%

4-aminophenol (paracetamol impurity) /
4-amuHOdeHoN (IpHMech Iapaneramona)
- not more than 0.005% /

ue 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlrobas  exuHU4Has
IpuMech (ubynpodeHa uiu
napaneramosa) - not more than 0.3% /

ge 6oee 0,3 %

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

9 |Water/ Boga

1.3%

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

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipoaykr cootBeTcTByeT TpeboBanusm HJT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Pravesh
Rana f

@,

Checked by /
[TposepeHo:Ramakant

Qute>

Approved by: Manager/Executive
/Opo6peHo:Menenxep/PykoBoaut
enb Amit Kumar
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CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIM3A

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
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabaeTkH, NOKPLITHIE MJIeHOYHOH ob6o0ukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2202374

Batch Quantity / O6bem naptun : 776.0kG

Analytical Report No / AnanuTn4eckuii oryer Ne :
040001716903.890001635450

Date of Analysis / JlaTa ananaunza:
27.12.2022

Date of Manufacture / Jlata nponssojcrsa : Oct-2022

Date of Expiry / Cpox roanocr : Sep-2027

Analysis performed according ND / Ananu3 nposenen mo HJL: T1N011252/01-300522

10 |Uniformity of dosage

Acceptance value (AV) should be not

a) Total aerobic
microbial count /
OO6Iwee Yucno
20poOBIILIX

| MMKPOOPraHH3MOB

b) Total combined
/ Ob1uee Ynuco
JAPOXOKEBBIX U

NJIECHEBBIX IPUOOB

¢) E. coli

yeasts and mould count

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

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

Absent in 1g/ OTcyTcTBYET B 1T

units / 32 more than 15.0 /
OIHOPOAHOCTE [Toxa3zartens npuemnemoctu (AV) fomken
JIO3MPOBAHUS 6bITH HE OoJtee 15,0
- Ibuprofen /u6ynpoden
1.9 Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ [TokazaTenb npuemieMocTd (AV) nomkeH
napaneTaMmolt 65ITH He Gonee 15,0
11 |Microbial limits/ '
Mukpobronorgueckas
YUCTOTA

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 / OTCcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
ITpumeuanne: [Tpoaykt coorsercTByeT Tpebopanmam HJ

Opinion : APPROVED
3akmouenue;: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive
[MogroroeneHo: Pravesh | [Iposepeno:Ramakant /O po6peno:Menemxep/PykoBoIUT
Rana , E enp Amit Kumar
é %\L@ L& '_: . \T/-_ o
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTku, HOKPLITHIE IIeH04HO# 060/104K0ii, 400 mMr + 325 mr

Batch No / Cepust Ne :

V2202374

Batch Quantity / O6bem naptun : 776.0kG

Analytical Report No / AHanHTHYecKHii oTueT N :
040001716903,890001635450

Date of Analysis / JlaTa anannsa:
27.12.2022

Date of Manufacture /

Jara npomssojicrea : Oct-2022

Date of Expiry / Cpok roanoctu : Sep-2027

Analysis performed according ND / Ananus nposeaer no H/L: I1 N011252/01-300522

12 |Assay/
KonuyecTBeHHOE
onpeAeneHne

388.0 mg/ 388.0 Mr

323.70 mg/ 323.70 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Ot 360,0 mr mo 440,0 mr Ci;3His0;
(ubynpodeH) B TabneTKE
2925 to 3575 mg
(Paracetamol) per tablet /
Ot 2925 mr go 357,5 mr CgHoNO:
(mapaitetamon) B TabyeTke

Of C13H1802

Of CngNOz

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetok B [IBX/Al 6nucrep. [1o 1
GnicTepy B TAadKy KapTOHHYIO
BMECTE C  HMHCTpyKUHEH 1o
NPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerox B [IBX/Al
6aucrep. Ilo 1, 2 unmu 20 GiamcrepoB B
navuky KapTOHHYIO BMECTE c
MHCTPYKIMEH N0 MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsetctuu ¢ H/I,

15 | Storage conditions /

At temperature not more than 25 °C./

XpaHeHnue [pu Temnepartype He Bble 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
TOJHOCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [IponyxT cootBeTcTBYET TpeboBaHusM H/L

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /

IMoarotosneHo: Pravesh

Checked by /
[Tposepero:Ramakant

Approved by: Manager/Executive
/O no6peno:Menexep/PykoBoauT

Hara:

Rana b,, w enb Amit Kumar
- il % ] b\\f =
%\r / Il;\ % .\/
A
Reprint Date: 27.12.2022 Reprint Date: 27.12.2022 Reprint Date: 27.12.2022

Jara:

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



