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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaua®, TadaeTKn, NOKPHITHIE MJIEHOYHOH 060,10uK0ii, 400 mr + 325 Mr

Batch No / Cepusa Ne : V2300383

Batch Quantity / O6bem maptun : 727.5 KG

040001787070

Analytical Report No / AHasutn4eckuii otyer No :

Date of Analysis / [lara anaym3a: 15.03.2023

Date of Manufacture / lata npousBoactsa : Feb-2023

Date of Expiry / Cpok rognoctu : Jan-2028

Analysis performed according ND / Ananu3 nposeaen no HJI: I1 N011252/01-300522

Ne Test / IlokazaTenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetku
KarcyjaoBUAHOH (GOPMBI, TOKpPBITHIE
MJIEHOYHOH 060JI04KOit OpaHXkeBOro
LBETA, C PUCKOH HAa OJHON CTOPOHE;
Ha TMONEepPEeYHOM paspese — SJApo
6enoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  KancyloBUAHOH  (OpMBI,
NOKPBITHIE TJIEHOYHON 0001104KOi
OpaHXXeBOro LBETa, C PUCKOH Ha OJHOM
CTOpPOHE; Ha TONMEPEUHOM pa3pese — sapo
0€eJI0ro UK MoUTH 6eNoro LBeTa.

Remarks: The Product conforms to ND/
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanmsam HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared
bylloarotosieHo: Shivani

Devi A r

Checked by /
ITpoBepeno: Ramakant

st

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBout

enb : Ajay Sharma @'
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoyknauH®, Tab/IeTKH, MOKPBITHIE MJIeHOYHOI 000J104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300383 Batch Quantity / O6bém naptuu : 727.5 KG
Analytical Report No / Anajurudeckuii oTuer No :- Date of Analysis / /laTta ananusa: 15.03.2023
040001787070

Date of Manufacture / laTa npou3BoactBa : Feb-2023 |Date of Expiry / Cpok rogHocTy : Jan-2028

Analysis performed according ND / Ananu3 npoBegen mo HJI: IT1N011252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[TonnuHHOCTH CootBeTcTBYET 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 ynep)kuBaHUs OCHOBHBIX MHKOB
Ha  XpoMarorpamme HCIIBITYEMOTO
pacTBOpa  JOJDKHBl ~ COOTBETCTBOBATh
BpEMEHaM  yJEpXKUBaHUs IIMKOB  Ha
XpOMaTorpaMMe pacTBopa CTaHOapTHBIX

¢ obpazuioB udOynpodeHa ¥ mapaueramosa
(pa3nen «KonuuecTBeHHOE
onpeneNeHune)
3 |Average tablets weight 971.9 mg/971.9 mr 940.9 mg to 999.1 mg
Cpennsia Macca (970.0 mg £ 3%) /
TabneToK Ot  940,9 MI  JIO 9991 MT

(970,0 Mr = 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeuanne: [TpoayKT cooTBeTCTBYET TpeboBanmsm HJL 3akmoyenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneno: Shivani | ITpoBepeHo: Ramakant /Opo6peno:Menemxkep/PykoBoaut
Devi — ) T ensb : Ajay Sharma

A o (
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabeTKH, NOKPHITHIE MJIEHOYHOH 006004K0i#, 400 mr + 325 mr

Batch No / Cepust Ne : V2300383 Batch Quantity / O6bem mapruu : 727.5 KG
Analytical Report No / Ananutndeckuii otyer Ne : Date of Analysis / JlaTta ananu3za: 15.03.2023
040001787070

Date of Manufacture / Jlata npousBoacrsa : Feb-2023 |Date of Expiry / Cpok roanoctu : Jan-2028

Analysis performed according ND / Anaymus nposegen mo HJI: I1 N011252/01-300522

4 |Disintegration / 07 min /22 mu Not more than 30 minutes /
Pacnanaemocts He 60onee 30 MUH

5 |Dissolution / Not less than 70% (Q) CisHizO;
PacTBopeHue 98 % to 102 % (Ibuprofen) dissolved in 30 minutes /

He wMenee 70 % (Q) Ci3His02
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHoNO;
98 % to 102 % (Paracetamol) dissolved in 30 minutes /
He wMenee 70 % (Q) CsHoNO,
(mapaueramout) yepes 30 MUH

6 |Related substances / 4-aminophenol {paracetamol impurity) /
PonctBeHHble npumecu 0.0001 % 4-amuHodeHon (MpUMECh MapaueTamona)
Method 1/ MeTton 1 - not more than 0.005% /

He O6onee 0,005 %

Method 2 / MeTon 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / JlwbGas enuHU4HAs
npuMech (ndynpodena WIH

napateramona) - not more than 0.3% /
He Ooee 0,3 %

Total impurities (Method 1+ Method 2) /
0.04% Cymma npumeceit (Meton 1 + Meron 2) -
not more than 0.7% / ne 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Tpoaykr coorBeTcTBYeT TpeGoBanusm HJT 3akiroyenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneHo: Shivani | [Iposepeno: Ramakant /Onobpeno:Menemxep/Pykopoaur
Devi d. enb : Ajay Sharma
N Qe
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykauu®; TabieTKH, NOKPbIThIE NJ1IeHOYHOH 000J104K0i, 400 Mr + 325 mr:

Batch No / Cepust Ne : V2300383

Batch Quantity / O6bem nmapruu : 727.5 KG

040001787070

Analytical Report No-/ AnanuTHuecknii oTyer Ne :

Date of Analysis / Jlata anannsa: 15.03.2023

Date of Manufacture / lata nponsBoacrsa : Feb-2023

Date of Expiry / Cpok roanocrs : Jan-2028

Analysis performed according ND / Auanu3 nposeaen no H: I1 N011252/01-300522

a) Total aerobic
microbial count /
O611ee ynciio
anpOOHBIX
MHKPOOPraHHU3MOB

b) Total combined
yeasts and mould count
/ Obiyee aucio
JIPOKEBBIX 1
NJIECHEBBIX IpUOOB

¢) E. coli

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

Less than 5 CFU/g/
Memnee 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 / 1.7 more than 15.0 /
OnHOpOAHOCTH [Tokasatesb mpuemyieMocT! (A V) NOJKeH
JIO3UPOBAHUS ObITh He Ooniee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.7 more than 15.0 /
- Paracetamol/ [Tokazatens mpuemieMoctd (AV) HomKeH
napayeTaMmoi ObITh He 6onee 15,0
9 |Microbial limits /
Mukpobuosnoruyeckas
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/
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHuam HJ|

Opinion: APPROVED
3axmouenue: OJJOBPEHO

Prepared
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoyxanu®, TabneTkH, NOKPLITHIE IUIEHOYHOH 06004K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300383 Batch Quantity / O6bem napruu : 727.5 KG
Analytical Report No / Ananuruygecknii orger Ne : Date of Analysis / JlaTa anannza: 15.03.2023
040001787070

Date of Manufacture / Jlata npousBoacrsa : Feb-2023 |Date of Expiry / Cpok rognocts : Jan-2028

Analysis performed according ND / Ananus npoeeaen mo HJI: I1N011252/01-300522

10 |Assay/ 360.0 to 440.0 mg of C;3Hi0;
KonuuecteenHoe 399.9 mg/399.9 mr (Touprofen) per tablet /
onpejieNieH e Or 360,0 mr nmo 440,0 mr CiHj;30;

(ubynpodeH) B TabneTke

292.5 to 3575 mg of CsHoNO,
328.53 mg/ 328.53 mr (Paracetamol) per tablet /

Or 292,5 Mr po 357,5 mr CsHoNO,
(mapaueramou) B TabyeTke

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. / ITo 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6auctep. ITo 1 |6nucrep. o 1, 2 unu 20 6amcrepos B
Onucrepy B Tauky KapTOHHYIO |[ayky KapTOHHYIO BMECTE c
BMECTE C HHCTPYKUME HUHCTPYKUMEH 10 IPUMEHEHHUIO.

0 TPUMEHEHHIO.

12 | Labeling / Mapkuposka| According to ND. / B cootercTBuy ¢ HJI.

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHHe ITpu Temnepatype He Bhile 25 °C.
14 | Shelflife / Cpok 5 years /5 net

TOHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
I pumeuanne: [Tpoaykr cooTBeTcTRYeT TpeGoBanam HJI 3axmoyenne: OJTOBPEHO
Prepared Checked by / Approved by: Manager/Executive
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Devi /g T % N @ enb : Ajay Sharma @/
Reprint Date: 15.03.2023 Reprint Date: 15.03.2023 Reprint Date: 15.03.2023
Jara: Hara: 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



