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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, Ta6ieTKH, NOKPbIThIE IJIeH0YHOi 060/104KOii, 400 mr + 325 mr

Batch No / Cepus Ne : V2202627

Batch Quantity / O6bem maprtun : 776.0kG

040001717591,890001635665

Analytical Report No / AnanaTH4ecknii orger Ne : Date of Analysis / /laTa ananu3a:

27.12.2022

Date of Manufacture / Jlata npoussoactsa : Oct-2022 |Date of Expiry / CpoK roanocTs : Sep-2027

Analysis performed according ND / Ananus nposeaen mo HJL: TIN011252/01-300522

No  |Test/ IlokasaTenn Results/ PesyabTaThl Specification / Hopma

1 |Description/ Onucanue |Capsule-like

coated one-side scored tablets; on|one-side scored tablets;
cross section - white core./TafneTki|on cross section- white or off-white core. /
KancynoBuaHoil Gopmbl, NOKpeIThIE| Tabnetku KarncynoBUIHON dopmel,
IUIEHOYHOH 00O0JIOUKOH OPaHXEeBOI'O|MOKPBITHIE TIEHOYHOH 06010uKOi
11BETa, C PUCKOM Ha OHOH CTOpOHE;|OpaHXEeBOTO LBETA, C puckoit Ha onHOH
Ha TIONIEPEYHOM paspese — sPO|CTOPOHE; Ha IMONEPEHHOM paspese — AIpo
Oenoro 1BeTa.

orange-coloured film-|Capsule-like orange-coloured film-coated

6eJIoro WM odTH 06eJoro UBeTa.

Remarks : The Product conforms to ND/

Opinion : APPROVED

Mpumeuanue: [Tpoaykt coorsercTyeT Tpebosanmam HJL 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[MoarotoeneHo: Pravesh | ITposepeno:Ramakant /O no6peno:Menemxep/PyKkoBoadT F

R Amit K . >
ana /é @WL@ €Jlb Ami1 um}r\w y

Reprint Date: 27.12.2022 Reprint Date:

JlaTa: Jata:

27.12.2022 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
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 55001-02

www.drredgye C9S 5/ Crp. 2 13 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykauH®, Tab1eTkH, NOKPLITHIE NnJIeHoYHoi 0GoJsioukoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2202627

Batch Quantity / O6bem naptuu : 776.0kG

Analytical Report No / AnanuTudyeckuii order Ne :
040001717591,890001635665

Date of Analysis / JlaTa ananu3a:
27.12.2022

Date of Manufacture / lata npon3sojcrea : Oct-2022

Date of Expiry / Cpok roanoctu : Sep-2027

Analysis performed according ND / Ananus nposenen no H/L: IT NO1 1252/01-300522

2 Identification /
TTopnuHHOCTD

Complies as prescribed/
CoOoTBeTCTBYET

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 yzep)KUBaHUs OCHOBHBIX TTHKOB
Ha XpOoMaTorpaMmme HCTIBITYEMOTO
pactBopa  JOJDKHBI ~ COOTBETCTBOBAThH
BpeMeHaM  yJepXKHBaHUS TIHKOB  Ha
XpoMarorpaMme pacTBOpa CTaHIAPTHBIX
obpasijoB nbynpodeHa u mapaueramosia
(pazmen «KonuyecTBeHHOE
onpejeneHue»)

3 | Average tablets weight
CpenHsas macca
Tabnerox

969.9 mg / 969.9Mr

940.9 mg to 999.1 mg
(970.0 mg = 3%) /

Or 9409 wmMr jpo 9991 Mr
(970,0 Mr = 3 %)

4 |Disintegration /
PacnanaemMocTb

10min / 10 muu

Not more than 30 minutes /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3axarouenue: OJJIOBPEHO

Prepared by /
[MonrotoBne”o: Pravesh

Rana /é

Checked by /
[Nposepeno:Ramakant

Lyt

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

T,

Reprint Date: 27.12.2022
Hara:

Reprint Date: 27.12.2022
Jara:

Reprint Date: 27.12.2022
Hara:
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIH3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Ta0/1eTKH, NOKPLITHIE [IIEHOYHOH o6onoukoii, 400 mr + 325 mMr

—

Batch No / Cepust Ne : V2202627

Batch Quantity / O6bem naptuu : 776.0kG

Analytical Report No / AnanuTndeckuii oTaer Ne :
040001717591,890001635665

Date of Analysis / laTa ananu3za:
27.12.2022

Date of Manufacture / Jlata nponzBoactsa : Oct-2022

Date of Expiry / Cpox roauocts : Sep-2027

Analysis performed according ND / Ananuns nposenen no HJL: [1N011252/01-300522

5 |Dissolution /
PactBopenue

97% To 100 %

99% To 100 %

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

He wmemee 70 % (Q) CiHiO:
(n6ynpoden) uepes 30 MUH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHoNO»
(napanieramon) 4epe3 30 MHH

6 |Related substances /
PopcTeeHHbBIE TIPHMECH
Method 1/ MeTton 1

Method 2 / MeTtop 2

0.0001%

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHoderon (IIpuMech MapaleTamMmora)
- not more than 0.005% /

ge 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jobas  enuHu4HAas
pUMECh (ubynpodena et
napaneramona) - not more than 0.3% /

e bonee 0,3 %

Total impurities (Method 1+ Method 2) /
|Cymma ipumeceii (Meton 1 + Meron 2) -
not more than 0.7% / ne 6onee 0,7 %

9 |Water/Bona

1.3%

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

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoAYKT COOTBETCTBYET TpeOOBAHUAM HI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by /
[ToaroTosieHo: Pravesh
Rana -

Checked by /
IIposepeno:Ramakant

hﬁ’

Bl

Approved by: Manager/Executive
/O no6peHo:Menemxep/Pykosoaut
enb Amit Kumar

Koo

Reprint Date: 27.12.2022
JlaTa:

Reprint Date: 27.12.2022
Jarta:

Reprint Date: 27.12.2022
Jara:
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CEPTHO®HNKAT AHAJIN3A

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
N6ykanu®, TabieTKH, NOKPLIThIE IIeHOYHOoH 060/1049KOH, 400 mr + 325 Mr

Batch No / Cepust Ne : V2202627

Batch Quantity / O6bem naptuu : 776.0kG

Analytical Report No / AnanuTudyeckuii oryer Ne :
040001717591,890001635665

Date of Analysis / JlaTta ananu3a:
27.12.2022

Date of Manufacture / Jlara npoussoacrsa : Oct-2022

Date of Expiry / Cpok rogunocty : Sep-2027

Analysis performed according ND / Ananus nposejen no HJL: 1T NOI 1252/01-300522

a) Total aerobic
microbial count /
Ob1ee YKHCIO
a’poOHBIX
MHKpPOOPTaHH3MOB

b) Total combined
yeasts and mould count
/ Obtiee yncno
JPOXOIKEBBIX U

| necHeBBIX TPUGOB

¢) E. coli

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

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

Absent in 1g / OtcyTcTBYET B 1

10 |Uniformity of dosage Acceptance value (AV) should be not
units / 2.2 more than 15.0 /
OaHOPOAHOCTD [Moxasarenb npuemneMocTd (AV) foxeH
JIO3UPOBAHUS 6b1Th He Oonee 15,0
- Ibuprofen /ubynpoden
1.1 Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ [Tokazatens npuemMieMocTH (AV) f1oiDkeH
napaygeTamont ObITh HE OoJiee 15,0
11 |Microbial limits /
MukpobHonoruueckas
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 / OTCyTCTBHE B
Ir

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpogyKT cOOTBETCTBYET Tpeboanuam HJ{

Opinion : APPROVED
3axarouenue: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Rana

Pravesh

7
/
¥ ((

Checked by /
[IpoeepeHo:Ramakant

e

Approved by: Manager/Executive
/Opo6peno:Menemxep/PykoBoauT
enp Amit Kumar

N

Reprint Date: 27.12.2022
Hara:

Reprint Date: 27.12.2022
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykanu®, TabaeTikn, NOKPLIThIe MJIeH0YHOH obosoukoii, 400 mr + 325 mr

Batch No / Cepusg No : V2202627 Batch Quantity / O6bem naptun : 776.0kG
Analytical Report No / AHannTH4eckuii oTuer Ne : Date of Analysis / [laTa ananu3sa:
040001717591,890001635665 27.12.2022

Date of Manufacture / Jlata npoussoacrsa : Oct-2022 |Date of Expiry / CpoK rogsocTH : Sep-2027

Analysis performed according ND / Anaaus nposenes no HJL: I1 N011252/01-300522

12 |Assay/ 360.0 to 440.0 mg of CiHis02
KonuuyecTreHHOE 389.4 mg/389.4 Mmr (Ibuprofen) per tablet /
orpeaeneHue Ot 360,0 mr mo 440,0 mr Cp;HisO2

(ubympodeH) B TabNETKE

2925 to 3575 mg of GCHyNO;
323.55mg/323.55 mr (Paracetamol) per tablet /

Ot 292,5 mr mo 357,5 mr CsHoNO:
(napaueramon) B TabJeTKe

13 | Package / YmakoBka 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. / Ilo 10 |in a carton. / ITo 10 Tabnerok B [IBX/Al
tabnetok B [IBX/Al 6iuctep. Ilo 1 |6muctep. TTo 1, 2 uin 20 6iuctepoB B
OnucTepy B TauKy KapTOHHYIO |Madky KapTOHHYIO BMeECTe c
BMECTE C  MHCTPYKLHEH 1O |MHCTPYKUMeH 1O MPUMEHEHHIO.
MPHMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBerctud ¢ H/IL

15 | Storage conditions / At temperature not more than 25 °C. /
Xpauenue Ipu Temneparype He Boiwe 25 °C.

16 | Shelf life / Cpox 5 years / 5 net
|| rogHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanue: [IpoaykT coorercTByeT Tpebosanuam HJI 3akmouenne: OJOBPEHO ;
Prepared by / Checked by / Approved by: Manager/Executive |
[MoarotoneHo: Pravesh | ITposepeHno:Ramakant /Ono6peno:Menemxep/PykoBoauT
Rana 7 enb Amit Kumar

\
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