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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxaua®, Tafaericu, 110KpLITHIE NIeHoY ol 000a04K0il, 400 M1+ 325 mr

Batch No / Cepus Ne : V2300264

Batch Qu

antity / O6nem naprun : 727.5 KG

040001771609

Analytical Report No / AnannTuueckHii oTdyer Ne :

Date of Analysis / Jlata anaansa: 23.02.2023

Date of Manufacture / {ara nponssoacrea ; Feb-2023

Date of E

xpiry / Cpox roanocts : Jan-2028

Analysis performed according ND / Ananus nposesen no HJ[: [T N011252/01-300522

Ne |Test/Iloka3zaTenb

Results/ PeayabTaThl

Specification / Hopma

1 |Description/ Omniicanne

Capsule-like orange-coloured film-

cross section - white core. /TabneTkn
KanCyNnoBUAHOM (OpMBI, NOKPLITHIE
NNeHOYHOH O0O0NOYKO/ OpaHXKEBOroO
L|BETa, C PHUCKO}i Ha OOHOH CTOpOHE;
Ha NONepeYHOM paspese — AJpo
benoro uBeTa.

coated one-side scored tablets; on|one-side

Capsule-like orange-coloured film-coated
scored tablets;
on cross section- white or off-white core. /
Tabnerku KarncysioBUAHOM ¢$hopMbl,
NOKPBITLIE NieHOYHOH obonoxkoil
OpamkeBOro LBETa, C PUCKOH Ha ONHOI
CTOPOHE; Ha MOMEPEUHOM pa3pese — s1po
fenoro WK nouTH 6eaoro LBera.

Remarks: The Product conforms to ND/
Ipumeuanue: [IpoaykT coorBeTcTBYET TpeboBanuam HJ{

Opinion: APPROVED
3axmouense: OJJOBPEHO

Prepared hy /
TToaroTrosaedo: Shivani

(hecked hy /
IMpoeepeno: Pardeep Kumar

Appraved hy: Manager/Executive
/Ono6peno:MeHenxep/Pyxosoaut

JlaTta:

Devi /(T enb : Amit Kumar
Reprint Date: 23.02.2023 Reprint Date: 23.02.2023 KReprint Date: 23.U2.2023

Jlata:

JlaTa:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabieTkn, TOKPLIThIE NJIeHOYHOI 060J104K0ii, 400 Mr + 325 mMr

Batch No / Cepus No : V2300264 Batch Quantity / O6nbem maprun : 727.5 KG
Analytical Report No / Ananurndcckui order No: Datc of Analysis / JIaTa ananuza: 23.02.2023
040001771609

Date of Manufacture / JIata npouzsojictea : Feb-2023 |Date of Expiry / CpOK rOAHOCTH : Jan-2028

Analysis performed according ND / Aranus nmposegen no H/I: ITN011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TonnuHHOCTH CooteercTByET 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 ynepxHBaHUs OCHOBHBIX ITHKOB
Ha XpOMaTorpamMmmMe HCTIBITYEMOrO
pacTBopa  JOJDKHBI  COOTBETCTBOBATh
BpEMEHaM  YIOEepPXHMBaHUA I[IMKOB  Ha
XpOMATOrpaMMe pacTBOpa CTAHAAPTHBIX
obpasuos HOynpodeHa ¥ mnapaleramona

(paznen «KonuuecTBeHHOE
OMNpPEEIEHHE)
3 |Average tablets weight 970.4 mg / 970.4 mr 940.9 mg to 999.1 mg
CpenHsist Macca (970.0 mg + 3%) /
TabNeToK Or 9409 Mr go 9991 MT

(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanne: [poaykr coorsercTByeT Tpebosanuam HJT 3axmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by; Manager/Executive
[NoarotoeneHo: Shivani [IpoBepeno: Pardeep Kumar /O pobpeHo:MeHemkep/PykoBoauT
Devi enb ;: Amit Kumar

AT Qﬁ/ {5(\\\,

/ « I
Reprint Date: 23.02.2023 Roprint Date: 23.02.2023 Reprint Dato: 23.02.2023
Hara: Jlara: JHara:
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Uoyxkanu®, TabneTKH, NOKPLITHIE VIEHOYHOI 000J104K0ii, 400 mr + 325 mMr

Batch No / Cepust Ne : V2300264

Batch Quantity / O6bem napTun : 727.5 KG

Analytical Report No / Ananuruyeckuii oruer No

Date of Analysis / Jara ananuza: 23.02.2023

040001771609
Date of Manufacture / JlaTa npon3Bo/icTea : Feb-2023 |Date of Expiry / Cpok roauocrs : Jan-2028 =
Analysis performed according ND / Ananu3 nposeaen 1o HJL: TI NOI 1252/01-300522
4 |Disintegration / 06 min /06 mu Not more than 30 minutes /
PacnanaemocTs He 6onee 30 MiH
5 [Dissolution / Not less than 70% (Q) CiHuO»
PacTBOpeHHE 96 % to 102 % (Ibuprofen) dissolved in 30 minutes /
He MEHEE 70 % (Q) Cl}H]st
(ndynpodeH) uepes 30 MHH
Not less than 70% (Q) GCsHoNO;

95% to 100 %

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO;
(napaueramon) yepes 30 MuH

6 |Related substan;;.es /
PoacreeHHblE IpUMECH
Method 1/ MeToz 1

Method 2 / Meton 2

0.0003 %

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amunodenon (MpHMeEch MapaieTamona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  eauHWUYHAs
IpHMech (ubynpodena EhNe
napateramona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumecedt (Merox 1 + Meron 2) -
not more than U./% / He 6onee 0,7 %

Remarks: The Product confo

rms to ND/

Ipumeyanue: ITpoaykT cooTBeTcTBYET TpedoBannaM HJI

Prepared by /
IToarotosaedo: Shivani

Devi /S T’

Checked by /
ITpoBepeno: Pardeep Kumar

o

-

“Appwved by. Mauagc;!Eu.uuLivcﬂ

Opinion: APPROVED
3axmovenne: OJJOBPEHO

/O n06pero:Menemxep/PykosoauT
ens : Amit Kumar

e

Reprint Date: 23.02.2023
Hara:

Reprint Date: 23.02.2023
Mara:

Reprint Date: 23.U2.2023
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabieTkn, NOKPbIThie Maeno4Hoi 060104uKoii, 400 mr + 325 mr

Batch No / Cepnst Ne : V2300264

Batch Quantity / O6nem maptun ; 727.5 KG

Analytical Report No / Anasutudeckuit oTyeT No :
040001771609

Date of Analysis / JlaTa ananuza: 23.02.2023

Date of Manufacture / Iara npoussoactTea : Feb-2023

Date of Expiry / Cpok rogaocts : Jan-2028

Analysis performed according ND / Ananu3s nposeaen mo HJI: [T N011252/01-300522

a) Total aerobic
microbial count /
O6uee yucno
a3pobHBIX
MUKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Ob1ee yHCIO
JPOXOKEBBIX H
IJIECHEBBIX IpUOOB

¢) E. coli

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

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

Absent / OtcyTcTBYeT

7 |Water/ Bona 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.5 more than 15.0 /
OaHOpONHOCTD INokazarens npueMneMoct (AV) porkeH
JO3UpOBaHNA ObITh He Honee 15,0
- Ibuprofen /ubynpodeu
Acceptance value (AV) should be not
1.5 more than 15.0/
- Paracetamol/ [okaszatens mpremnemocti (AV) nospkeH
napaleraMmos 6bITE He Honee 15,0
9 |Microbial limits /
Mukpobuonoruueckas
4HCTOTA

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 / OUtcyrcTBHE B
lr

Remarks; The Product conforms to ND/
Ipumevanne: [Ipoaykt cooTBeTcTRyeT Tpeboranuam HJ|

Opinion: APPROVED
3axmoyenne: OJOBPEHO

Prepared by /
[Moarotosaeno: Shivani
Devi

AT

‘

Checked by /
[IpoBepeno: Pardeep Kumar

E e

-

Approved by: Manager/Executive
/Ono6peno:Menenxep/PykoBoIuT
end : Amit Kumar

R

Reprint Date: 23.02.2023
Jara:

Reprint Date: 23.02.2023
Hara:

Reprint Date: 23.02.2023
Hata:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykmm®, Tabierkn, HoOKpeITLHIE AeH04Y oI 060a04K0ii, 400 Mr + 325 mr

Batch No / Cepnsi Ne : V2300264

Batch Quantity / O6nem naprtin : 727.5 KG

040001771609

Analytical Report No / AnanuTHdyeckuii oryet No :

Date of Analysis / JlaTa ananunsza: 23.02.2023

Date of Manufacture / lata nponssogcrea : Feb-2023

Date of Expiry / Cpok rogaocTH : Jan-2028

Analysis performed according ND / Ananus nposegen mo HJL: JTNO11252/01-300522

10 |Assay/
KoumuecTeenHoe
OlpeneNnexne

403.3 mg/403.3 Mr

322.93 mg/322.93 mr

360.0 to 4400 mg of
(Ibuprofen) per tablet /

Ot 360,0 mMr go 440,0 mr C;3H 30,
(16ynpoden) B TabneTke
2925 to 3575 mg
(Paracetamol) per tablet /

of CngNOz

10T 292,5 Mr pgo 357,5 mr CsHoNO;

(mapaueramon) B TafsieTke

C13I1 130,

11 | Package / Ynakoeka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnerok B [IBX/Al 6nucrep. Io 1
Oyucrtepy B Mayky KapTOHHYIO
BMECTE C HHCTpYKUUEH

N0 HPMMEHEHHUIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / [To 10 Tabnetox B IIBX/Al
Gucrep. Tlo 1, 2 uny 20 6aucTepoB B
nayky KapTOHHYIO BMEcCTe c
HHCTPYKLNEH 0 NPUMEHEHHIO.

12 | Labeling / MapxupoBika

According to ND. / B cootsercteiu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHnre IIpu Temnepatype He Beime 25 °C.
14 | Shelf life / Cpok S years /5 net
TOJHOCTH

Remarks: The Product conforms to ND/
Ipumeyaune: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJT

Opinion: APPROVED
3akarouenue; OJOBPEHO

Proparod by /
[TogrorosneHo: Shivani

Devi /ST

Chooled by /
ITpoeepeno: Pardeep Kumar

S

Approved hy: Monagor/FExooutiva
/Ono6peHo:Menemkep/PykoBoauT
enb : Amit Kumar

P

Reprint Date: 23.02.2023
Jlara:

Reprint Date: 23.02.2023

Reprint Date: 23.02.2023
Jara:

Jara:
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