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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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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIH3A

Page1of 5/Crp.1u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moykaun®, TabneTku, NOKPbITHIE ILICHOYHOI 000:104K0il, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300210

Batch Quantity / O6bem napruu : 712.5 KG

040001757764

Analytical Report No / AHasuTHueckuii oTuer N :

Date of Analysis / JlaTa ananu3za: 13.02.2023

Date of Manufacture / [lata npou3sojcrsa : Jan-2023

Date of E

xpiry / Cpok roguoct : Dec-2027

Analysis performed according ND / Ananu3s nposeaen mo HJ[: [TN011252/01-300522

No

Test / IlokazaTens

Results/ Pe3yibTaThl

Specification / Hopma

1

Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetkn
KalCyNoOBHIHON (OPMBI, MOKPbITHIE
NJIEHOYHOH 000J04KOl OpaHKeBOro
1BETa, C PUCKON Ha ONHOH CTOPOHE;
Ha TOTNepeyHOM paspese AOpO
Oenoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancyloBUAHOH bopmal,
NOKPBITHIE TJIEHOUHOM 000JI04KO#
OpaHXeBOrO 1LBETa, C PUCKOW Ha OIHOMH
CTOpOHE; Ha MONEPEYHOM paspese — IApo
6enoro uny no4Tu O6enoro UBeTa.

Remarks: The Product conforms to ND/
Ilpumeuanune: [Ipoaykt cooreercTayet Tpedosannsm HJI

Opinion: APPROVED
3akmovenue: OJOBPEHO

Prepared by /

Qb

IMoarorosieno: Ramakant

Checked by /
ITpoeepeHo: Pardeep Kumar

4

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoaut

enb : Manoj Kumar

Reprint Date: 13.02.2023
Hara:

Reprint Date: 13.02.2023
Jara:

Reprint Date: 13.02.2023
Hara:

legistered 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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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
CEPTUOHKAT AHAJIM3A

Page2 of 5/ Ctp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabaeTku, NOKPbITLIE MIEHOUHOH 000.109K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300210

Batch Quantity / O6bem naprtuu : 712.5 KG

040001757764

Analytical Report No / AHanuTuyeckuii oryer N :

Date of Analysis / laTta anam3a: 13.02.2023

Date of Manufacture / Jlara npousgoiacTea : Jan-2023

Date of Expiry / Cpok roanoers : Dec-2027

Analysis performed according ND / Anaans nposegen no HJI: [1N011252/01-300522

2 Identification /
[TopnuHHOCTB

Complies as prescribed/
CoOTBETCTBYET

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) /
BpemeHa ynepxUBaHHUsi OCHOBHBIX MTHKOB
Ha XpoMaTorpaMmme MCIIBITYEMOTO
pacTBopa  JOJIDKHBl ~ COOTBETCTBOBATbH
BpEMEHAM  YACpXXHBaHHSA IIMKOB  Ha
XpOMAaTOrpaMMe pacTBOpa CTaHAAPTHBIX
o6pasuoB ubynpodeHa u mapaueramona
(pazmen «KonuuectseHHOE
OlpeIeNeHHe»)

3 |Average tablets weight
CpenHsaa mMacca
TabneTok

971.0 mg/971.0 Mr

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

Or 9409 wmr mo 9991 MT
(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoaykr cooteTcTByeT TpeboBaHUsAM HJI

Opinion: APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
IToarorosneHo: Ramakant

QoS

Checked by /
ITposepeHo: Pardeep Kumar

o

Approved by: Manager/Executive
/Opo6peHo:Menemxep/PykoBoauT

ek : Manoj Kumar M
L

Reprint Date: 13.02.2023
Hara:

Reprint Date: 13.02.2023
Iara:

Reprint Date: 13.02.2023
Jlara:

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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page3of 5/Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6ykauH®, TaGleTKH, IOKPbITHIE IIEHOUHO# 000J104Koii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300210

Batch Quantity / O6bem naptuu : 712.5 KG

Analytical Report No / AHanuTH4YecKuii oTuer No :
040001757764

Date of Analysis / Jlata ananusa: 13.02.2023

Date of Manufacture / JlaTa npou3BoicTsa : Jan-2023

Date of Expiry / Cpok roanocru : Dec-2027

Analysis performed according ND / Auanu3 nposeaes mo HJI: TTN011252/01-300522

4 |Disintegration / 07 min /07 mu
PacnapnaemocTts

Not more than 30 minutes /
He 6onee 30 mun

5 |Dissolution /
PactBopeniie 96 % to 104%

94% to 103 %

Not less than 70% (Q) CisHs0-
(Ibuprofen) dissolved in 30 minutes /

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

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

6 |Related substances /
PoncTeeHHble NPUMECH 0.0002 %
Method 1/ Meton 1

Method 2 / Metog 2 0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (MpyMech Napaueramona)
- not more than 0.005% /

He 6oinee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  eauHH4HAs
npUMECh (uGynpodeHna WIH
napateramosa) - not more than 0.3% /

He Gonee 0,3 %

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

Remarks: The Product conforms to ND/
Ilpumeuanne: ITponykT cooTBeTcTBYeT TpeboBaHusaM HJI

Opinion: APPROVED
3axnrouenune: OJIOBPEHO

Prepared by /

Checked by /

[Moarorosneno: Ramakant | IIpoeepeno: Pardeep Kumar

kg o

Approved by: Manager/Executive
/O no6peno:Menemxep/Pykosoaut

enb : Manoj Kumar
L

CIN: L85195AP1984PLCO04507

www.drreddys.com

Reprint Date: 13.02.2023 Reprint Date: 13.02.2023 Reprint Date: 13.02.2023
Hara: Jara: Jara:
Repistered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hudor na - 550024, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2998, Eman miail odricddys.com




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page4 of 5/ Ctp. 4 u3z 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6ykauH®, TabJeTKH, NOKPBITbIE [IJ1eHO4HOH 000104KOH, 400 mr + 325 mr

Batch No / Cepust Ne : V2300210

Batch Quantity / O6bem naprun : 712.5 KG

040001757764

Analytical Report No / AHaauTu4eckuii order Ne :

Date of Analysis / [lara ananu3za: 13.02.2023

Date of Manufacture / /lata npousBojacTsa : Jan-2023

Date of Expiry / Cpok rogaoctu : Dec-2027

Analysis performed according ND / Ananu3 nposeaes no HJI: 1T N011252/01-300522

a) Total aerobic
microbial count /
Ob61iee 4ucio
a’pOOHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Obee yucno
JIPOXCKEBBIX U
TJIECHEBBIX [PHOOB

¢) E. coli

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

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

Absent / OTcyTCcTBYET

7 |Water/ Boga 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0/
OnHOpOHOCTD [Mokazaresb npreMiaeMocTd (AV) nomxeH
JIO3MPOBaHUS ObITE He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.7 more than 15.0/
- Paracetamol/ INokazarens npuemieMoctd (AV) 10KeH
napaueramot ObITh He bonee 15,0
9 |Microbial limits /
Muxkpobronoruyeckas
YHCTOTA

{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/

Ipumeyanne: [IponykT cootBeTcTBYeT TpeboBanuam HJL

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosyeHo: Ramakant

W

Checked by /
[Tposepeno: Pardeep Kumar

o

-

Approved by: Manager/Executive
/Ono6peHo:Mene mxep/Pykooaut

enb : Manoj Kumar :

Reprint Date: 13.02.2023
JlaTa:

Reprint Date: 13.02.2023
Jlara:

Reprint Date: 13.02.2023
Hara:

Registered Office: 8-2-337, Road Na. 3, Banjara Hillg, Boder

.- 200034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 5of 5/Crp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabeTKH, MOKPbITHIE MIeHOYHOH 060104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300210 Batch Quantity / O0bem maprnu : 712.5 KG
Analytical Report No / AHanuTH4yecknii oTder N : Date of Analysis / JlaTa ananu3za: 13.02.2023
040001757764

Date of Manufacture / Jlata nponssoacrsa : Jan-2023 |Date of Expiry / Cpok roanocru : Dec-2027

Analysis performed according ND / Ananu3 npoBeaen mo HJI: [1 N011252/01-300522

10 |Assay/ 360.0 to 440.0 mg of CiHis0.
KonuuecTseHHOE 401.4 mg/401.4 mr (Ibuprofen) per tablet /
ONpenesICHHE Or 360,0 mr go 440,0 mr Cp;HisO:

(ubynpodeH) B Tabnerke

2925 to 3575 mg of GCHyNO:
317.89 mg/317.89 mr (Paracetamol) per tablet /

Or 2925 mr ao 357,5 mr CsHoNO:
(nmapatieTamon) B TabJETKE

11 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AI 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. / [To 10 tabnerox B [IBX/Al
tabnetok B [IBX/Al 6nucrep. [To 1 |6auctep. [lo 1, 2 unu 20 6auctepos B
OnMcTepy B MadKy KapTOHHYIO |Navky KapTOHHYO BMECTE c
BMECTE ¢ HHCTPYKLHUEH HHCTPYKIUEH 110 MPUMEHCHHUIO.

10 MPUMEHEHHUIO.

12 | Labeling / Mapxkuposka | According to ND. / B coorsercteun ¢ HJL.

13 | Storage conditions / At temperature not more than 25 °C. /
XpaHneHue ITpu Temnepartype He Bbie 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
rOJIHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeuanue: [Tpoaykr coorercTyer Tpebopanusam HJL 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oarorosieno: Ramakant | I1posepeno: Pardeep Kumar /O n06peHo:Menemxep/PykoBoauT
r enb : Manoj Kumar , ﬂ
@u&“f/ - ool
Reprint Date: 13.02.2023 Reprint Date: 13.02.2023 Reprint Date: 13.02.2023
Jata: Hara: Hara:
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