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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6
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Distt. Solan, H.P.,, 173 205, {INDIA
Tel : +91 98166 56001-02
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CEPTU®HUKAT AHAJIU3A

Page1of 5/ Crp. 1 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hyxnnu®, TabiieTkH, OKPLITHIE TIIEHOYHON 0005104K0ii, 400 Mr + 325 mr

| Batch No / Cepust Ne : V2300434

Batch Quantity / O6bem naptuun : 760.0 KG

040001788428

Analytical Report No / Ananurudeckuii oraeT Ne :

Date of Arialysis / Mara anaanza: 16.03.2023

Date of Manufacture / lata npousBoactsa : Feb-2023

Date of Expiry / Cpok rogHocts : Jan-2028

Analysis performed according ND / Ananus nposenen mo HJI: TT NO11252/01-300522

Ne  |Test/ Ilokaszareinb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section —off white core.
/TabneTku KancynoBUAHOH (HOpPMEI,
MOKPBITEIE TJIGHOYHOH —000JI0UKOH
OpaHXEBOr0 LBETa, C PUCKOH Ha
ONHOW CTOpOHE; Ha IONEPEHHOM
paspese — siapo Oesoro 1BeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkd  KancyJOBUJHOH bopMbl,
HOKPBITHIE TIEHOYHOMH obonoukoit
OpaHXeBOro LBeTa, C PUCKOHW Ha OLHOM
CTOpOHE; Ha MOMEPEYHOM paspese — sApo
6esioro Uy noyTH 6ey10ro LBETA.

Remarks: The Product conforms to ND/
Hpumeuanue: [Ipoaykrt cooTBercTBYeT TpeboBaHUsIM HJ|

Opinion: APPROVED
3axnaouenue: OJJOBPEHO

Prepared
byl ToarotoeneHo: Ankaj
verma )

i

Checked by /
ITporepeHo: Ramakant

Rt

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoaur

enb : Ajay Sharma i&

Reprint Date: 16.03.2023
JlaTa:

Reprint Date: 16.03.2023
Hara:

Reprint Date: 16.03.2023
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -
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CEPTU®UKAT AHAJIN3A

Page2 of 5/ Ctp.2 m3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxanu®, Tab/1eTkH, NOKPHITHIE MJIEHOYHOMH 0001049K0i, 400 Mr + 325 mr

Batch No / Cepusi No : V2300434

Batch Quantity / O6bem naptun : 760.0 KG

040001788428

Analytical Report No/ AnanuTnueckuii oruer No :

Date of Analysis / lata-ananuza: 16.03.2023 -

Date of Manufacture / JIata npousBoacrea : Feb-2023

Date of Expiry / Cpok rogHoctu : Jan-2028

Analysis performed according ND / Anasn3 nposenen nmo HJ/I: IT N011252/01-300522

2 Identification /
INopnuaHOCTH

Complies as prescribed/
CooTBeTcTBYET

The retention times of the main peaks on
the chromatogram of the test solution
should correspond to the relention times
of the peaks on the chromatogram of]
ibuprofen and paracetamol reference
standards solution (section Assay) /
BpemeHa yaepxBaHUS! OCHOBHBIX NMHKOB
Ha  XpoMaTorpamme UCIIBITYEMOTO
pacTBOpa  JOJDKHBI ~ COOTBETCTBOBATh
BpEMEHaM  yIep)XUBaHWUSA IIMKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB nbynpodeHa u mapareramosa
(pazmen «KonuyecTeeHHOE
OIpe/Ie/ICHHEY)

3 |Average tablets weight
Cpenuss macca
tabnerok

970.6 mg/ 970.6 mr

940.9 mg to
(970.0 mg +3%) /

Or 940,9 wmr g0
(970,0 Mr = 3 %)

999.1  mg

999.1 Mr

Remarks: The Product conforms to ND/
IIpumeyanue: [IponykT coorBercTByeT Tpeboanusm HJ[

Opinion: APPROVED
3axnwuenue: OJJOBPEHO

Prepared
bylloarorosneno: Ankaj
verma

o

Checked by /
IIpoBepeHo: Ramakant

Bubd

Approved by: Manager/Executive
/Ono6peno:Menemkep/PykoBoaut

enb : Ajay Sharma @/

Reprint Date: 16.03.2023
Jara:

Reprint Date: 16.03.2023
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CEPTUOHKAT AHAJIU3A

Page3 of 5/ Crp.3 u3 5

Eoduct Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxnuu®, Tab1eTKH, NOKPBITHIE MJIEHOYHOH 060104K0#, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300434

Batch Quantity / O6bem naprau : 760.0 KG

040001788428

Analytical Report No / Anamariyecknit oruer Ne: - Date of Analysis / JIata ananun3a: 16.03.2023

Date of Manufacture / Jlata nponseoacrsa : Feb-2023 |Date of Expiry / Cpok rogsocts : Jan-2028

Analysis performed according ND / Auasu3s nposenen no HJI: IT N011252/01-300522

Pacnapaemocts

4 Disintegration / 06 min /32 Mu Not more than 30 minutes /

He 6onee 30 Mud

5 |Dissolution /

Not less than 70% (Q) Cp;3HO;

PacTBopeHHe 96 % t0 102 % (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3HiO,
(ubynpoden) yepe3 30 Mun
Not less than 70% (Q) CsHoNO,

98 % to 101 % (Paracetamol) dissolved in 30 minutes /

He wmenee 70 % (Q) GCsHoNO,
(napaueramon) yepes 30 MuH

6 |Related substances /
PoacrBenHble MpUMECH
Method 1/ Meton 1

Method 2 / Meton 2

4-aminophenol (paracetamol impurity) /
0.0003 % 4-amuHOMEHON (IPUMECH MapaleTaMora)
- not more than 0.005% /

He 6oiee 0,005 %

0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jhiobas enuHUYHAl
puMech (ubynpodena HIH

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

Total impurities (Method 1+ Method 2) /
0.03% CymmMa npumeceii (Mertoa 1 + Meton 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to ND/ Opinion: APPROVED
TIpumevanue: [IpoaykT cootBeTcTBYET TpeboBanMsaM HJJ 3akmodenne: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneHo: Ankaj ITpoBepeHo: Ramakant /Onobpeno:Menemkep/PykoBoaut

e

W enb : Ajay Sharma @
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Vill. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 4 of S/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MoykauH®, TabneTKH, NOKPbITHIE INIEHOYHOH 060/1049K0H, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300434

Batch Quantity / Oonsem naptun : 760.0 KG

040001788428

Analytical Report No / AHaauTH4yeckmii oryer No :

Date of Analysis / JlaTa anaiau3a: 16.03.2023

Date of Manufacture / lara npousBoactsa : Feb-2023

Date of Expiry / Cpok rogsocru : Jan-2028

Analysis performed according ND / Auann3 nposene o HJ/I: I1 N011252/01-300522

a) Total aerobic
microbial count /
OO6ee uucno
a’pOOHBIX
MHKPOOPTaHU3MOB

b) Total combined
yeasts and mould count
/ Obee yucio
JIPOKIKEBBIX U
TJIECHEBBIX 'PUOOB

¢) 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 / 1.4 more than 15.0/
OnHopoaHOCTh ITokazatens npuemaeMoctu (AV) noinkeH
JO3UPOBAHHUS OBITH He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.4 more than 15.0 /
- Paracetamol/ [Tokazarens npuemiaeMocts (AV) nomxeH
f1apaueTamon 651TH He Hosiee 15,0
9 |Microbial limits /
Mukpobuonornueckas
YHCTOTA

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 1lg / OtcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion: APPROVED
3akmioyenue: OJJOBPEHO

Prepared
bylloaroroenero: Ankaj

verma f\/, ]

Checked by /
[TposepeHo: Ramakant

i

Approved by: Manager/Executive
/Onobdpeno:MeHemxep/Pykosoaut
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
PageSof 5/ Crp.5u3 5
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknun®, TabeTKH, IOKPHITHIE NJIEHOYHOH 00004K0ii, 400 mr + 325 mMr
Batch No / Cepusi Ne : V2300434 Batch Quantity / O6bem naptun : 760.0 KG
~|Analytical Report-No/ AnanmuTuyeckuif oTyer Ne : Date of Analysis / [laTa anaansa: 16.03.2023
040001788428
Date of Manufacture / JIata npouszsoacrsa : Feb-2023 |Date of Expiry / Cpok rogsoctu : Jan-2028
Analysis performed according ND / Ananu3 nposeaen no H/I: I1N011252/01-300522
10 |Assay/ 360.0 to 440.0 mg of C;3HiO,
KonuuectenHoe 393.5mg/393.5mr (Iobuprofen) per tablet /
oTpenesieHHue Ot 360,0 mMr po 440,0 mr C;sHisOs
(ubynpodeHn) B Tabnetke
2925 to 357.5 mg of CsHoNO;
323.33 mg/323.33 mr (Paracetamol) per tablet /
Ot 292,5 mr pmo 357,5 mr CgHoNO,
(napaueramon) B TabneTke
11 | Package / YnaxoBka 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 6nucrep. [To 1 |6nuctep. Ilo 1, 2 unu 20 6nmcrepoB B
OomicTepy B TMAyKy KapTOHHYKO |madky KapTOHHYIO BMECTE c
BMeECTe ¢ HHCTpyKuueit UHCTPYKLHEN IO TPUMEHEHHIO.
I10 IPUMEHEHHIO.
12 | Labeling / Mapkuposka| According to ND. / B coorBerctBiu ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue Ipu remneparype He Bbuwe 25 °C.
14 | Shelf life / Cpoxk 5 years / 5 ner
T'OJIHOCTH

Remarks: The Product conforms to ND/
IIpumeuanne: IIponykr coorBercTByeT Tpeboranusam HJL

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Prepared
bylloaroroeneno: Ankaj

verma &

Checked by /
ITpoBepeno: Ramakant
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Approved by: Manager/Executive
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enb : Ajay Sharma @/
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