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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6y KkAME®), Ta0JeTKH, NOKPBIThLIE NVIEHOYHOH oboJ10uKoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300310

Batch Quantity / O6peM napTHH : 776.0 KG

040001774563

Analytical Report No / Auanurnueckuii oruer Ne :

Date of Analysis / Jlata ananuza: 27.02.2023

Date of Manufacture / Jlata npomn3Boactsa : Dec-2022

Date of Expiry / Cpox roanoctn : Nov-2027

Analysis performed according ND / AHa/lu3 npoBejies no HJ: T1N011252/01-300522

{.N‘g Test / IlokazaTean

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ OnucaHue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnerkn
KarncyaoBuAHO! (OpMBI, NMOKPbITbIE
IeHO4YHOH 060NO4KON OpaHXeBoro
11BET4, C PUCKOH Ha ONHOH CTOPOHE;
—  aapo

Ha TMOIMEPEYHOM paspese
fenoro uBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
TabneTkn  KancyJlOBUAHOH dopmbl,
OKPBITHIE MUIEHOYHOH 000N0YKOI
OpaHXKEBOTO 1|BETa, C PUCKON Ha OJHOM
CTOpOHE; Ha NMOMNEPEHHOM paspese — s4po
fesioro unK moyTy 6eJ10ro 1BETAa.

Remarks: The Product conforms to ND/
ITpumedanue: [IpoayKT COOTBETCTBYET tpebosanusm HJ{

Opinion: APPROVED
3akmiouenue: OJOBPEHO

Prepared by /
[oaroTopseno: Naresh
Kumar @

b=

Checked by /
I[Tpoeepeno: Himesh Kumar

=) —

Approved by: Manager/Executive
/OnoGpenp:Menemxep/PykoBoauT
enb : Abhighek Chauhan

Reprint Date: 27.02.2023
Hara:

Reprint Date: 27.02.2023

Jlata:

Reprint Date: 27.02.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, india
Tel: +91 40 4900 2900, Fax: <01 40 4800 2299, Emai!: mail@drraddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, TabJeTKH, MOKPLITHIE MJ1eHOYHOH o00osa0ukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300310 Batch Quantity / O6sem naptuu : 776.0 KG
Analytical Report No / AnannTnueckuii oTuer N : Date of Analysis / ata ananu3sa: 27.02.2023
040001774563

Date of Manufacture / Jlata npoussojictsa : Dec-2022 [Date of Expiry / CpoK roauocTs : Nov-2027

Analysis performed according ND / Ananns nposenen no HJL: T NO1 1252/01-300522

2 Identification / Complies as prescribed/ The retention times of the main peaks on
[loanMHHOCTB 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) /

BpeMmeHa y[epKUBaHHsl OCHOBHBIX MHUKOB
Ha XpoMaTorpaMmme HCIIBITYEMOTO
pacTBopa  JO/KHBl  COOTBETCTBOBATH
BpeMeHaM  YAEP)KMBaHWA NHWKOB  Ha
XpOMAaTorpaMMe pacTBopa CTaHAApPTHBIX
ob6pasiioB ubynpodeHa W mnapaneramona

(paznen «KonuuectseHHOE
orpeaesieHre»)
3 |Average tablets weight 969.8 mg / 969.8 Mr 940.9 mg to 999.1 mg
Cpenusist Macca (970.0 mg + 3%) /
TabJIeTOK Ot 940,9 MI bife) 999,1 MI

(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [Ipoaykr coorerctyet Tpebosanusam HJI 3akmoqenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneHo: Naresh [Tposepeno: Himesh Kumar /O nobpero:Menemxep/PykoBoaut

Kumar @ \ : enb : Abhfshek Chauhan
< _ / )

Reprint Date: 27.02.2023 Reprint Date: 27.02.2023 Reprint Date: 27.02.2023
Jara: Hara: Hara:
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykanu®, TabaeTKH, NOKPHITHIE NIEHOYHOH 060.,104KOil, 400 mr + 325 mr

Batch No / Cepns Ne : V2300310

Batch Quantity / O6bem naptuu : 776.0 KG

040001774563

Analytical Report No / AHanuTHyeckuii oryer Ne :

Date of Analysis / laTa anamm3a: 27.02.2023

Date of Manufacture / Jlata npou3sojacTsa : Dec-2022

Date of Expiry / Cpok roanoctu : Nov-2027

Analysis performed according ND / Anann3 nposeien no HJL: ITNOI 1252/01-300522

4 |Disintegration /
PacnagaemocTh

07 min /07 mu

Not more than 30 minutes /
He 6omnee 30 MuH

5 |Dissolution /
Pacteopenne

94 % to 98 %

98% to 102 %

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

He wmenee 70 % (Q) CisHiOs
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) CsHoNO»

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHoNO;
(napaneramod) yepe3 30 MHH

6 |Related substances /

PoacreenHble NpUMecH
Method 1/ Meton 1

Method 2 / MeTopn 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoN (MIpUMECh MapaueTamoria)
- not more than 0.005% /

ne 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  enuHH4HAas
pUMech (ubynpogena WIH
napaneramosa) - not more than 0.3% /

He 6onee 0,3 %

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

Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuanne: [Ipoaykt coorBeTcTBYeT TpebGoBanuam HJI 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarorosneno: Naresh [TposepeHo: Himesh Kumar /Onodpeyo:Menemxep/PykoBoauT
Kumar ( v enb : Abljishek Chaphan

; - \ F
Reprint Date: 27.02.2023 Reprint Date: 27.02.2023 Reprint Date: 27.02.2023
Hara: Hata: Hara:
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTH3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6y KkAHH®), Ta0JaeTKH, NOKPLITHIE IIEHO4HOI 060J104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300310

Batch Quantity / O6bem maptuu : 776.0 KG

040001774563

Analytical Report No / Aramurudeckuii oTyer Ne :

Date of Analysis / Jlata ananu3sa: 27.02.2023

Date of Manufacture / JIaTa npon3zsojctTa : Dec-2022

Date of Expiry / Cpox rognocti : Nov-2027

Analysis performed according ND / Ananu3 nposesen no HJL: ITIN011252/01-300522

a) Total aerobic
microbial count /
Obuiee yucio
adpobOHBIX
MHKpPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ OBLIEE YUCTO
IPOKKEBLIX U
IJIeCHEBBIX TPpHUOOB

¢) E. coli

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

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

Absent / OTcyTCTBYET

7 |Water/ Bona 1.3% 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/
OJHOpPOJTHOCTh [Toxazartens npueMieMocTd (AV) nomnxen
JIO3UPOBaHUs1 651Th He 6onee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
2.6 more than 15.0/
- Paracetamol/ INoxasarens npuemneMoctd (AV) nokeH
|mapayeramon 6siTb He Oonee 15,0
9 |Microbial limits /
Mukpobuonorauyeckas
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 1g / OtcytcTBHE B
Ir

Remarks: The Product conforms to ND/
Ilpumeuanne: [Ipoaykr coorBercTByeT TpedoBanmusim HJI

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IMoarorosneno: Naresh
Kumar i

&

Checked by /
TTposepeno: Himesh Kumar

g e

Approved by: Manager/Executive
/Onodpe o:Menemxep/PykoBoaut
enb ; Abhishek Chauhan

Reprint Date: 27.02.2023
Hara:

Reprint Date: 27.02.2023
Hara:

Reprint Date: 27.02.2023
Hara:
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.direddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPHKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoyxanH®, TabjeTKH, MOKPHITbIe MJIeHOYHOH 0001049KO0M, 400 mr + 325 mr

Batch No / Cepusa Ne : V2300310

Batch Quantity / O6bem naprun : 776.0 KG

040001774563

Analytical Report No / AHamuTHueckmii oTder No :

Date of Analysis / JlaTa ananusa: 27.02.2023

Date of Manufacture / Jlata npoussoacrsa : Dec-2022

Date of Expiry / Cpok rogsocrd : Nov-2027

Analysis performed according ND / Ananns nposexen no HJL: 1 N011252/01-300522

10 |Assay/
KonuuecTBenHoe
oripefiesicHue

396.2 mg/396.2 mr

332.43 mg/ 332.43 mr

360.0 to 440.0 mg of C;;HixO:
(Ibuprofen) per tablet /

Or 360,0 mr mo 440,0 mr Ci3HisOs
(n6ynpodeH) B TabneTKe
292.5 to 3575 mg
(Paracetamol) per tablet /
Ot 2925 mr mo 357,5 mr CgHoNO»

(mapaitetaMmorl) B TAONETKE

of CsHoNO-

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6aucrep. 1o 1
fnucrepy B TauKy KapTOHHYHO
BMeECTe ¢ HHCTPYKLHUEH

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerox B IIBX/Al
omactep. Ilo 1, 2 wm 20 6mucrepos B
nauxy KapTOHHYIO BMECTE c
HHCTPYKUMeH 10 NPUMEHEHMIO.

no NpUMEHEHUIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBerctuu ¢ HIL

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue I[Ipu Temneparype He Bbiue 25 °C.
14 | Shelf life / Cpoxk 5 years /5 net
TOJHOCTH

Remarks: The Product conforms to ND/
Ilpumeyanue: [Ipoaykt cooTBeTcTBYeT TpeboBanuam H/L

Opinion: APPROVED
3akmoyenne: OJJOBPEHO

Prepared by /
[ToarotosneHo: Naresh
Kumar P

[

Checked by /
[Tposepeno: Himesh Kumar

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

enb : Abhishek Chauhan

(

Reprint Date: 27.02.2023
Hara:

Reprint Date: 27.02.2023

Jara: Hara:

Reprint Date: 27.02.2023
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