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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yranu®, TabaeTki, NOKPbIThIE MJIEHOYHOH oboaoukoii, 400 mr + 325 Mr

Batch No / Cepusi No : V2202588

Batch Quantity / O6vem napruu : 776.0kG

040001717013,890001635451

Analytical Report No / AnaanTnueckuii oruer Ne : Date of Analysis / JlaTa anain3a:

27.12.2022

Date of Manufacture / Jlata npoussoacrsa : Nov-2022 |Date of Expiry / CpoK rofHocTH : Oct-2027

Analysis performed according ND / Ananus nposezen no HJI: IT1 NO1 1252/01-300522

Ne  |Test/ Ilokasartesb Results/ PesyabTaThl Specification / Hopma
1 |Description/ Onucanue |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./TaGnerku|on cross section- white or off-white core. /
KarCyJI0BHAHOM (opMbl, NOkpbiThie| TabneTkn — KancynoBUAHOM bopmbl,
MICHOYHOH OBONOYKOH OpaHXeBOI'O|NOKPHITHIC NI7IEHOYHOH obonoyxoit
[1BETa, ¢ PUCKON HAa OAHOW CTOPOHE; OPaHKEBOI'O ILIBETA, C pUCKOIl Ha OIHOM
Ha TIONEpPEYHOM paspese — SOPO|CTOPOHE; Ha MONEPEHHOM paspese — sapo
Gejoro Bera. Oenoro unu noutu 6eoro UBETA.

Remarks : The Product conforms to ND/

Ipumeuanne: [Tpoaykt coorBerctyeT Tpebosanusm HJI 3akmoyenne: OJJOBPEHO

Opinion : APPROVED

Prepared by / Checked by /
IMoarorosneHo: Pravesh | ITposepeHo:Ramakant /O no6peno:Menemxep/PykoBoauT

Rana enb Amit Kumar
A @\ /&r:m\“'f
| /

Approved by: Manager/Executive

v
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Jara: Jara:
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Dr. Reddy's Laboratories Ltd.
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, TabieTKH, NOKPBITHIE IVIEHOYHOH o6oaouxoii, 400 mr + 325 Mr

Batch No / Cepust Ne :

V2202588

Batch Quantity / O6bem naptuu : 776.0kG

Analytical Report No / AnanuTnyeckuii or4yer Ne :
040001717013,890001635451

Date of Analysis / [laTa aHaJymn3a:
27.12.2022

Date of Manufacture / Jlata mpou3Boacrsa : Nov-2022

Date of Expiry / Cpox roasocts : Oct-2027

Ralysis performed according ND / Anaaus nposeaen no HJI: ITN011252/01-300522

2 Identification /
IToniHHOCTL

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) /
BpeMeHna ynepKMBaHUs OCHOBHBIX [THKOB
Ha XpoMarorpamme HCITBITYEMOTO
pactBopa  JOJKHBI  COOTBETCTBOBATH
BpeMEHaM  yIepXKHBaHHA [HKOB  Ha
XpoMarorpaMMe pacTBOpa CTaHIapTHBIX
obpasuoB ubynpodena u mapaineramona
(paznen «KonuuectBeHHOE
OTIpeAeTIeHNEN)

CpenHss Macca
TabJeToK

3 |Average tablets weight

974.4 mg/ 974.4mMr

940.9 mg to 999.1
(970.0 mg +3%) /
Ot 940,9 MT

(970,0 mr + 3 %)

mg

o 999,1 Mr

4 |Disintegration /
PacniagaeMocTb

08min /08 MuH

Not more than 30 minutes /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Hpumeyanue: [Ipoaykt cooTBeTcTBYET TpebosaniaM HJI

Opinion : APPROVED
3axmiouenune: OJJOBPEHO

Jara:

Prepared by / Checked by / Approved by: Manager/Executive
[MoarotoBneHo: Pravesh | ITpoeepeHo:Ramakant /Omo6peHo:Menemxep/PykoBoaut
Rana { M enb Amit Kumar
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[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NGykaun®, TabaeTKH, IOKPbIThie MIeHOYHOli 060.104KOii, 400 mr + 325 mr

Batch No / Cepust Ne : V2202588 Batch Quantity / O6bem naptuu : 776.0kG
Analytical Report No / AnannTudeckuii oTyer Ne : Date of Analysis / laTa aHann3a:
040001717013,890001635451 27.12.2022

Date of Manufacture / Jlata mponzsoactsa : Nov-2022 |Date of Expiry / Cpok rogHocTH : Oct-2027

Analysis performed according ND / Anann3 nposenen no H/L: I1 N011252/01-300522

5 |Dissolution / Not less than 70% (Q) CiHisO2
PacrBopenue 94 To 100 % (Ibuprofen) dissolved in 30 minutes /

He MCHEE 70 % (Q) C13H1802
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) CsHoNO:
96 To 102 % (Paracetamol) dissolved in 30 minutes /
He wenee 70 % (Q) CsHoNO»
(napaueramon) yepes 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PopcTBeHHbIE IPUMECH 0.0001% 4-amuHodeHON (IIPUMECh Napaleramona)
Method 1/ Merton 1 - not more than 0.005% /

He G6onee 0,005 %

0.04%
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
paracetamol) / JioGas  eaMHUYHAS
npuMech (ubynpodena WK
napaneramosa) - not more than 0.3% /

He 6osee 0,3 %

0.04% Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meton 1 + Meron 2) -
not more than 0.7% / He 6oxnee 0,7 %

9 |Water/Boga 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [TponykT cooTBeTcTBYET TpeboBanusim HII 3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive

[ToarotosneHo: Pravesh | IIpoBepeHo:Ramakant /O po6peno:Menemxep/PykoBoauT
/ enb Amit Kumar
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT 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
H6ykiana®, 1a61eTKH, NOKPLITHIE NJIEHOYHOH o6oaouKoii, 400 mr + 325 mr

Batch No / Cepus No :

V2202588

Batch Quantity / O6bem naptun : 776.0kG

Analytical Report No / AnanuTauyecknii oruer Ne :
040001717013,890001635451

Date of Analysis / {aTa anannza:
27.12.2022

Date of Manufacture / JlaTa nponseoacrsa : Nov-2022

Date of Expiry / Cpok roanocts : Oct-2027

Analysis performed according ND / Anann3s nposejen mo HJE: T1 N011252/01-300522

units /
OIHOPOLHOCTE
JIO3UPOBAHUS

- Paracetamol/
HapalieTamorn

10 |Uniformity of dosage

- Tbuprofen /ubynpoden

4.4

1.7

Acceptance value (AV) should be not
more than 15.0 /

Tokazarens npuemneMocTd (AV) gomxen
O®ITH He Oonee 15,0

Acceptance value (AV) should be not
more than 15.0 /

[TokazaTens npuemneMocTd (AV) 10JKER
ObITH He 6onee 15,0

YHCTOTA
a) Total aerobic

OO61ee yucno
a’pOOHBIX

/ Obuiee yucno
JIPOXCKEBBIX U

0) E. coli

11 |Microbial limits /
Mukpobuonoruyeckas

microbial count /
MHKPOOPraHH3MOB
b) Total combined

yeasts and mould count

TJIeCHeBbIX [PHOOB

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

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

Absent in 1g/ OreyTeTRyeT R 1T

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall he ahsent in lg / OrcyrctBue B
Ir

Remarks : The Product conforms to ND/
Hpumeuanue: [Tpoaykt coorsercTByeT Tpedosannsm HJL

Opinion : APPROVED
3akmiouenne: OJOBPEHO

Prepared by /

[ToarorosneHo:
/l

Rana [

Pravesh

Checked by /
[Tposepeno:Ramakant

Qo
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg “‘
N6ykanu®, TabieTki, NOKPBITHIE NIEHOYHOH 060/104K0i, 400 Mr + 325 mr

|Batch No / Cepust Ne : V2202588 Batch Quantity / O6bem naptus : 776.0kG
Analytical Report No / Anaauruyeckuii or4er Ne : Date of Analysis / JlaTa ananu3sa:
040001717013,890001635451 27.12.2022

Date of Manufacture / lata npon3zBoactsa : Nov-2022 |Date of Expiry / Cpok romuoctn : Oct-2027
Analysis performed according ND / Auann3 nposesien no HJL: [T NOI 1252/01-300522

12 |Assay/ 360.0 to 440.0 mg of Ci3His0;
KonnuecTBeHHOE 385.1 mg/385.1 mr (Tbuprofen) per tablet /
ornpeaeneHue Or 360,0 mr go 440,0 mr C;3HigO2

(ubynpoden) B TabneTKE

292.5 to 357.5 mg of CgHoNO;
326.58 mg/326.58 mr (Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CsHoNO;
(maparietamor) B TabIETKe

13 | 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. / Ilo 10 |in a carton. / ITo 10 Tabnerox B [IBX/Al
ta6netok B [IBX/Al 6nucrep. ITo 1 |6imctep. TTo 1, 2 unu 20 6swcrepos B

GnucTepy B MA4Ky KapTOHHYIO |MauKy KapTOHHYIO BMecTe c
BMECTE C  MHCTpYKIMeH IO [MHCTPYKUMEH NO MPUMEHEHHIO.
OPUMEHEHHIO. |
14 | Labeling / Mapkuposka| According to ND. / B coorserctuu ¢ H]I.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHHe [Tpu Temnepatype He Bbiue 25 °C.
16 | Shelf life / Cpok 5 years /5 net
FOJHOCTH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: [Ipoaykr cootBeTcTBYeT Tpebosanuam HJL 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[ToarotoeneHo: Pravesh | [IpoBepeHo:Ramakant /O mo6peno:Menemkep/PykoBoauT
Rana enb Amit Kumar
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