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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
W6ykann®, TabneTki, NOKPhIThIe N1eH0YHOl 000104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300267

Batch Quantity / O6bem napruu : 727.5 KG

040001774569

Analytical Report No / AHanuTnuecKkuii oraer Ne :

Date of Analysis / lata ananusa: 27.02.2023

Date of Manufacture / Jlata nponseoacrsa : Feb-2023

Date of Expiry / Cpox roanoctu : Jan-2028

Analysis performed according ND / Anann3 nposeaes mo HAL: 11 N011252/01-300522

Ne Test / IlokazaTenb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucaune

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KarncynoBuaHoil (GOpMbl, TOKPbITHIE
NIeHOUHOH 000N0YKOH OPaHKEBOTO
[Bera, ¢ PUCKOW Ha OJHOI CTOpOHE;
Ha MOMepeyHOM paspese — spo
6enoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KarncyJIOBUIHOM dbopmbl,
NOKPBITHIE TINICHOYHOM o0onoukoit
OpamkeBOoro LBeTa, C PUCKOH Ha OAHOH
CTOpOHE; Ha MOTEPEYHOM pas3pese — sapo
6eJ10ro WK nodty Hesoro UBeTa.

Remarks: The Product conforms to ND/
IMpumeuanue: [Ipoaykr cooteercTyeT Tpebosannam HJI

Opinion: APPROVED
3akaouenune: ONOBPEHO

Jara:

Prepared by / Checked by / Approved by: Manager/Executive
[ToarorosneHo: Naresh [Tposepeno: Himesh Kumar /O nobpeno:Menemxep/PykoBoauT
Kumar ( W C}T\—,/fg enb : Abhjshek Chauhan

_.-r""'f’/r
Reprint Date: 27.02.2023 Reprint Date: 27.02.2023 Reprint Date: 27.02.2023

Jara:

Hara:
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJII3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HGykann®, TabaeTkH, NOKPLITHIE ICHOYHOi 060:104K0#, 400 mr + 325 mr
Batch No / Cepust No : V2300267 Batch Quantity / O6bem naprun : 727.5 KG
Analytical Report No / AHanuTH4YecKkHii oTyer No : Date of Analysis / laTa ananuza: 27.02.2023
040001774569
Date of Manufacture / Jlata npoussoacrsa : Feb-2023 |Date of Expiry / CpoK rojanocts : Jan-2028
Analysis performed according ND / Ananu3 nposeaen no HJI: I1 N011252/01-300522
2 Identification / Complies as prescribed/ The retention times of the main peaks on
[ToanuHHOCTD CoOOTBETCTBYET the chromatogram of the test solution
should correspond to the retention times
lof the peaks on the chromatogram of
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpemeHa yaep>KUBaHUSA OCHOBHBIX ITUKOB
Ha XpoMaTorpamMme HCIIBITYEMOTO
pactBopa  JOJDKHBl ~ COOTBETCTBOBATDH
BpeMeHaM  yIepXKHBaHUSA [HMKOB  Ha
XpOMaTOrpaMMe pacTBOpa CTaHAApTHBIX
oOpa3uoB ubynpodeHna u mapaueramona
(paznen «KonudecTseHHOE
orpeneneHne»)
3 |Average tablets weight 972.3 mg/972.3 mr 940.9 mg to 999.1 mg
CpenHsis Macca (970.0 mg & 3%) /
TabJeTok Or 940,9 wMr gmo 9991 Mr
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
TIpumeuanue: [Ipoayxrt coorBercTByeT TpeboBanuam HJI 3akmouenne: ONOBPEHO
Prepared by / Cliecked Uy / Approved by: Managor/Ixocutive
IToarotosneHo: Naresh [Tposepeno: Himesh Kumar /Ono6peno:Meunenxep/PykoBoaur
Kumar @ C}L/’_:_;_ enb : Abhjsh[k Chauhan

Reprint Date: 27.02.2023 Reprint Date: 27.02.2023 Reprint Date: 27.02.2023 J

Jara: Hara: Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykaun®, Ta6/1eTKH, NOKPBITBIE NJ1IeHOYHOH 000/104K0H, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300267 Batch Quantity / O6bem napruu : 727.5 KG
Analytical Report No / AHaauTHUecKHii oTyeT Ne : Date of Analysis / Jlata ananusa: 27.02.2023
040001774569

Date of Manufacture / lara npoussoactsa : Feb-2023 |Date of Expiry / Cpok rogHoctu : Jan-2028

Analysis performed according ND / Anauu3 nposeaen no HJL: [1 N011252/01-300522

4 |Disintegration / 06 min /06 Mu Not more than 30 minutes /
Pacnanaemocts He 6onee 30 MuH

5 |Dissolution / Not less than 70% (Q) CisHisO
PactBopeHHe 92 % to 102 % (Ibuprofen) dissolved in 30 minutes /

He wmemee 70 % (Q) CuHisO
(ubynpoden) yepes 30 MuH

Not less than 70% (Q) CsHoNO»
93% to 99 % (Paracetamol) dissolved in 30 minutes /
He w™enee 70 % (Q) CsHoNO:
(napaueramon) yepes 30 MUH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoacTBeHHbBIE TPUMECH 0.0002 % 4-amuHOdeHoN (MpUMech Napalieramora)
Method 1/ Meton 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meton 2 0.07% Any individual impurity (of ibuprofen or
paracetamol) / Jlrobas  enmHHYHAas
NIPUMECH (ubynpodeHna 15005

naparetamona) - not more than 0.3% /
He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
0.07% Cymma npumeceii (Metog 1 + Meton 2) -
not more than 0.7% / re 6oxnee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Ipoaykt cooTBeTcTBYET Tpebosanuam HJI 3axuovenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toarorosneno: Naresh ITposepeno: Himesh Kumar /Ono6peno:Menemxep/PykoBoaut
Kumar é’,/ C)L-/———’ enb : Abhisliek Chauhan

- ) /T
Reprint Date: 27.02.2023 Reprint Date: 27.02.2023 Reprint Date: 27.02.2023
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Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabaeTKku, NOKPbIThIE MIeH0YHOM 000/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2300267

Batch Quantity / O6bem maptin : 727.5 KG

040001774569

Analytical Report No / AHanuTH4ecKHii oTyeT Ne

Date of Analysis / JlaTa ananuza: 27.02.2023

Date of Manufacture / laTa npoussojaersa : Feb-2023

Date of Expiry / Cpok roasocry : Jan-2028

Analysis performed according ND / Auann3 nposeged no HJI: [T N011252/01-300522

a) Total aerobic
microbial count /
O0uiee 4uucIo
aspobHBIX
MHKPOOPraHH3MOB

b) Total combined
yeasts and mould count
/ Obiee yucio
JIPOOKEBBIX U
IJIECHEBBIX IpUbOB

¢) E. coli

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

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

Absent / OTcyTCTBYET

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 / 1.6 more than 15.0/
OJHOPOAHOCTD INokazarens npueMieMocTd (AV) noykeH
JIO3MpPOBaHUs OBITh He Gonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
2.8 more than 15.0/
- Paracetamol/ IMokasaTens npuemiieMocTd (AV) 1oJkeH
napaineraMon ObITH He HoJiee 15,0
9 |Microbial limits /
Mukpobuonoruyeckas
YKUCTOTA

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/ Opinion: APPROVED
ITpumeyanne: [IpoaykT coorercTyeT Tpebosanusam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/ILxecutive
[Toarorosneno: Naresh [Tpoepeno: Himesh Kumar /Ono6peno:Menenxep/PykoBoaut
Kumar v C}j—//i._——) enb : Abhishgk Chauhan

b : 1
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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 : 491 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUHOHUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabieTKH, NOKPbIThIE NJAeHO4HO 060/104K0i1, 400 mr + 325 Mr

Batch No / Cepust Ne : V2300267

Batch Quantity / O6bem naptuu : 727.5 KG

040001774569

Analytical Report No / AnaauTn4eckuii oTuer No :

Date of Analysis / [lata ananu3za: 27.02.2023

Date of Manufacture / Jlata npoussoacTia : Feb-2023

Date of Expiry / Cpok rogHoctn : Jan-2028

Analysis performed according ND / Ananu3 nposeaen no HJI: 11 N011252/01-300522

10 |Assay/
KonuuecTBeHHOE
ornpeesicHue

401.3 mg/401.3 mMr

333.64 mg / 333.64 Mr

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
ieafiet in a carton. / [lo 10
tabnetok B [IBX/Al 6nuctep. Ilo 1
fnucrepy B TadKy KapTOHHYHO
BMeCTe ¢ HHCTPYKIHEH

0 IPHMEHEHHIO.

360.0 to 440.0 mg
(Tbuprofen) per tablet /
OrT 360,0 M a0 440,0 Mmr C13H1802
(ubynpoden) B Tabnerke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 wmr po 357,5 mr CzHoNO,
(napaueramon) B TabneTke B
10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tatnetok B [IBX/Al
onucrep. Ilo 1, 2 unu 20 6aucTepoB B
nauky KapTOHHYIO BMeECTe c
HHCTpYKIMEH 1O IPHUMEHEHHIO.

of C|3H1302

of CquNO:

12 | Labeling / MapkupoBka

According to ND. / B cootBetctBuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenne IIpu Temnepatype He Boilue 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 net
rOAHOCTH

Remarks: The Product conforms to ND/
Ipumeyanne: [IpoaykT cooTeTcTBYET TpeboBanusm HJ{

Opinion: APPROVED
3akmwouenue; OJOBPEHO

Prepared by /

Kumar @

=

[Toarorosneno; Naresh

Checked by /
ITpoepeno: Himesh Kumar

—J)] —

Approved by: Manager/Exccutive
/Ono6peHo:Menemxep/PykoBoauT

elb | Abhis&chauhan

Reprint Date: 27.02.2023
Hara:

Reprint Date: 27.02.2023
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Jara:
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