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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yKkaua®, Ta61eTKH, NOKPBIThIE MJIeHOYHOI 060/104K0i, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300269

Batch Quantity / O6bem naprun : 727.5 KG

040001776120

Analytical Report No / AnaanTH4ecKuii oTuet Ne :

Date of Analysis / Jlata ananu3a: 28.02.2023

Date of Manufacture / /Iata npousBoacTea : Feb-2023

Date of Expiry / Cpok rognoctH : Jan-2028

Analysis performed according ND / Anasnus nposejen mo HIL: TIN011252/01-300522

Ne Test / Iloxka3zaTelb

Results/ Pe3yJibTaThl

| Specification / Hopma

1 |Description/ OnncaHue

Ha TOTepeyHOM paspese
OeJsoro uBeTa.

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /Tabnetkn
KancynoBUAHOH (DOpPMBI, MOKPBITHIE
NJIEHOYHOH O0OONOUKOW OpaHXXEBOI'o
1[BeTa, C PHUCKON Ha OJHOM CTOPOHE;
—  Aapo

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkd  KarcyJlOBHAHOH tbopmbl,
MOKPbITELIE NJIEHOYHOH 060s104KOH
OpaHXeBOro L(BETa, C PUCKOH Ha OAHOH
CTOpPOHE; Ha MOTEPeUHOM pa3pese — AApo
©esoro uaM NouTH 6e10ro LBETa.

Remarks: The Product conforms to ND/
IMpumeuanue: [IpoayKT cooTBeTCTBYET TpebosanusaM HJL

Opinion: APPROVED
3akntouenue: OJJOBPEHO

Prepared
bylloaroTroBneHo:
Pardeep Kumar ,

Checked by /
[posepeno: Himesh Kumar

P B

Approved by: Manager/Executive
/O no6peno:Meuemkep/Pykosoaur
enb : Abhisliek Chauh

|
!

Jlara:

Reprint Date: 28.02.2023

Reprint Date: 28.02.2023
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Reprint Date: 28.02.2023
JHara:
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Tab1eTKH, TOKPbITbie JIeHO4YHo# obosoukoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300269

Batch Quantity / O6pem maptuu : 727.5 KG

Analytical Report No / ABanuTu4eckui oryer Ne :
040001776120

Date of Analysis / /laTa ananusa: 28.02.2023

Date of Manufacture / Jlara npomssoncrea : Feb-2023

Date of Expiry / Cpox rosgoctu : Jan-2028

Analysis performed according ND / Ana1u3 nposejien no HJ: [TN011252/01-300522

2

Identification /
Mo IUHHOCTD

Complies as prescribed/
CoOTBEeTCTBYET

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) /
Bpemena yfepKUBaHKsl OCHOBHBIX MHKOB
Ha xpomarorpamme HCIIBITYEMOTO
pacTBopa  NOJKHbl  COOTBETCTBOBATh
BpeMeHaM  YIEpXMBAHHS  TNMKOB  Ha
XpOMaTorpaMme pacTBopa CTaHIapTHBIX
obpasuos ubynpodeHa u mapaieramona
(pazgen «KonnuecTeeHHOE
ompeseIeHHEN)

3 |Average tablets weight
Cpennsist macca
TabNeToK

969.5 mg/ 969.5 mr

940.9 mg to 999.1 mg
(970.0 mg = 3%) /
Or 940,9 MI J10

(970,0 mr £ 3 %)

999.1 MT

Remarks: The Product conforms to NIV
Ipumeyanue: [IpoJyKT COOTBETCTBYET tpebosanmam HJL

Qpinion; APPROVED
3akmouenue: OJTOBPEHO

Prepared

bylloarotosieHo:
Pardeep Kumar

{."."'L’-‘

Checked by /
I[Tposepeno: Himesh Kumar

o

Approved by: Manager/Executiv
/Ono6peno:Menemxep/Pykosoaut

enb : Abhishek Chauhan
.
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hoykaun®, TaGreTkn, NOKPLITHIE NeH0YHOH 06010uK0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300269 Batch Quantity / O6bem mapTuu : 727.5 KG
Analytical Report No / AHaanTideckuii oTuer Ne : Date of Analysis / Jlata ananu3a: 28.02.2023
040001776120

Date of Manufacture / Jlata nmponssojicrea : Feb-2023 |Date of Expiry / Cpok roanocTs : Jan-2028

analysis performed according ND / Anamus nposezen mo HJL: T1N011252/01-300522

4 |Disintegration / 06 min / 06 M1
PacnanaemMocTb

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopenne 95 % to 102 %

96% to 102 %

Not less than 70% (Q) CisHizO2
(Tbuprofen) dissolved in 30 minutes /

He MEHEEC 70 % (Q) Ci3H 505
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) CsHoNO:
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napaueramoi) dyepes 30 MuH

6 |Related substances /
PoacTBEHHBIE NPUMECH 0.0001 %
Method 1/ MeTton 1

Method 2 / Meton 2 0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-avuHodeHoN (MpUMech napaieramona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol)  / Jlrobas  eaUHHAYHAs
npyuMech (ubynpodena WK
napaneramorna) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma nipumeceit (Merton 1 + Metoz 2) -
not more than 0.7% / e 6onee 0,7 % J

Remarks; The Product conforms to ND/ Opinion: APPROVED
Hpumeuanne: [Tpoaykr coorsercTByeT Tpeboanuam HJL 3akmouenne: ONObBPEHU
Prepared Checked by / Approved by: Manager/Executive
bylloarorosjeHo: [Mposepeno: Himesh Kumar /O po6pero:Menemxep/PykoBoauTt
Pardeep Kumar [ C\/S—/—F) e : Abhis@au(an
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxaun®, TabyieTKH, NOKPbIThIE LIEHOYHOH 000a04K0it, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300269

Batch Quantity / O0bem naprum : 727.5 KG

040001776120

Analytical Report No / AnanuTuueckuii otyeT No :

Date of Analysis / Jlata anann3a: 28.02.2023

Date of Manufacture / Jlata npoussoactea : Feb-2023

Date of Expiry / Cpok rogsocru : Jan-2028

Analysis performed according ND / Anaqn3 npoeeaes mo H: ITN011252/01-300522

a) Total aerobic
microbial count /
OO611ee yncio
aspOBHBIX
MHKPOOPTraHHU3MOB

b) Total combined
yeasts and mould count
/ Ob1ee yncio
JPOOKEBBIX U
IIJIECHEBBIX PUOOB

c) E. coli

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

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

Absent / OTcyTcTBYET

7 |Water/ Bopna 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0/
OnHoponHOCTH [Toxazarens npuemieMocTd (AV) nomKkeH
JI03UPOBaHHUS OBITH He Dosee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.3 more than 15.0/
- Paracetamol/ [Tokazatens npuemsieMocT (AV) nomxeH
[mapaueramon 6bITE He Honee 15,0
9 |Microbial limits /
Miukpobuonornueckas
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 lg / OtcyrcTBUE B
Ir

Remarks: The Product conforms to NI/
Ilpumeuanne: IpoaykT cootBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3axmoyenue: OJOBPEHO

Prepared
bylloarororieHo:
Pardeep Kumar |

=

Checked by /
ITpoBepeno: Himesh Kumar

@L————.’“

Approved by: Manager/Executive
/O no6pero:Menemxep/Pykosoaut
enb : Abhishek Chauhan

Reprint Date: 28.02.2023
Jara:

Reprint Date: 28.02.2023
Hara:

Reprint Date: 28.02.2023
Jara:

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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:‘

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTHU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykau®, Tabuerki, NOKPLITHIE MIeHOYHOH 000.104K0ii, 400 mr -+ 325 mr

Batch No / Cepusi Ne : V2300269

Batch Quantity / O6bem naptuu : 727.5 KG

040001776120

Analytical Report No / Anaauruueckuii oruer Ne :

Date of Analysis / laTa ananu3a: 28.02.2023

Date of Manufacture / Jara npoussojicrsa : Feb-2023

Date of Expiry / Cpok roanocrs : Jan-2028

Analysis performed according ND / Anann3s nposeaen mo HJL: T1 N011252/01-300522

10 |Assay/
KonnuecTBeHHOE
oTIpe/ieIcCHHE

405.8 mg / 405.8 mr

327.57 mg/ 327.57 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Or 360,0 mMr no 440,0 mr C;3HisO:
[(ubynpoden) B Tabnerke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 2925 mr go 357,5 mr CiHoNO;
(mapaueramos) B TabnETKE

of Ci3sHis02

of CsHoNO;

11 | Package / Ynakoska

leaflet in a carton. / Ilo

BMECTE C UHCTPYKLIUEN
10 IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1
blister and a patient information

tabnerok B [IBX/Al 6nucrep. ITo 1
OavcTepy B TNadKy KapTOHHYIO

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 Tabnerok B [IBX/Al
6nucrep. [To 1, 2 unu 20 Gnucrepos B
nauky KapTOHHYIO BMECTe c
MHCTPYKLHEH N0 IPUMEHEHHIO.

12 | Labeling / MapxupoBka

According to ND. / B coorBerctBuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHne Ilpu Temnepatype He Boiiie 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
FOJHOCTH

Remarks: The Product conforms to ND/
Ilpumeuanne: [IpoayKT cooTBeTCTBYET TpeboBaHuim HJI

Opinion: APPROVED
3axkaouenue: OJOBPEHO

Prepared
bylloarotoBneHo:
Pardeep Kumar P

Checked by /
[TposepeHo: Himesh Kumar

SN

Approved by: Manager/Executive
/Opnobperno:Menemxep/PykoBoauT
enb : AQhishek Chiuhan
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