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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDiA
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 1 of 5/ Crp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MoykauH®, TabJeTKH, NOKPBIThIE MJI€HOYHOi 060104K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300465

Batch Quantity / O6bem naptuu : 765.20 KG

040001801674

Analytical Report No / AHajuTH4Yeckuii oTuer No :

Date of Analysis / laTa anaqau3a: 06.04.2023

Date of Manufacture / lata nponsBoacrsa : Mar-2023

Date of E

xpiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Anaau3 nposeaen no HJ: [1N011252/01-300522

No  |Test/ IHokaszarenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onncanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnetku
KarncynoBunaHoH (OPMBI, NOKPBITHIE
IJIEHOYHOH 000JI04UKOH OpaH)KeBOro
UBETa, C PUCKOHM HA OJHOU CTOPOHE;
Ha TMONEpEeYHOM paspese — SAAPO
fenoro uBerTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KamcynoBHUAHOH bopmst,
TIOKPBIThIE [JIEHOYHOU o6onoukoit
OpaHXEBOro LBETa, C PUCKOH Ha OJHOM
CTOpOHE; Ha TONEPEYHOM paspese — SAPO
6enoro UM novtu 6eyoro UBeTA.

Remarks: The Product conforms to ND/
I pumeuanne: [Iponykr coorsercTByeT TpeboBanusam HJJ

Opinion: APPROVED
3akuawuyenue: OJOBPEHO

Prepared

bylloaroronsecno:
Ramakant W

Checked by /
ITponcpeno: Himesh Kumar

Approved by: Manager/Executive
/Opo6pcno:Meiiepiep/Pykopoaur

enb : Amit Kumar f} \\;/

Reprint Date: 06.04.2023
Jlara:

Reprint Date: 06.04.2023
Jara:

Reprint Date: 06.04.2023
JlaTa:

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
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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
CEPTUDPUKAT AHAJIM3A

Page 2 of 5/ Ctp. 2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknmu®, TabaeTKH, NOKPHITHIE NJIeHOYHOH 060104Koi, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2300465

Batch Quantity / O6bem maptuu : 765.20 KG

040001801674

Analytical Report No / AHaauTH4yecknii oTyeT No :

Date of Analysis / lata aHanu3a: 06.04.2023

Date of Manufacture / lata npoussoacrsa : Mar-2023

Date of Expiry / Cpok roanocrtu : Feb-2028

Analysis performed according ND / Ananus nposeen mo HJI: [1 N011252/01-300522

2 Identification /
ITopnuHHOCTD

Complies as prescribed/
CootBercTByeT

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) /
BpemeHa yepXXUBaHUS OCHOBHBIX MHKOB
Ha XpoMaTorpamme MCIIBITYEMOTO
pacTBOpa  IOJDKHBI ~ COOTBETCTBOBATh
BpEMEHAM  YIEep)KHBaHUS IHMKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAapPTHBIX
obpasoB ubynpodeHa M mapaueraMmosna
(pazgen «KonnyectpeHHOE
orpeaeeHre)

3 |Average tablets weight
CpenHss macca
TabneTok

971.7 mg/971.7 mMr

940.9 mg to 999.1 mg
(970.0 mg +3%) /

Or 9409 w™Mr no 999.1 MI
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHUsAM H]|

Opinion: APPROVED
3axkmouenue: OJOBPEHO

Prepared

bylToaroTosaeHo; 'ﬂ"
Ramakant ’@9‘(&(5’“/

Checked by /
[Tposepeno: Himesh Kumar

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

enb : Amit Kumar “N—__
=

Reprint Date: 06.04.2023
Jara:

Reprint Date: 06.04.2023
Jara:

Reprint Date: 06.04.2023
JlaTa:
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Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIN3A

Page3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabaeTKH, HOKPLIThIE IIEHOYHOH 000104 KOii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300465

Batch Quantity / O6bem naprnu : 765.20 KG

040001801674

Analytical Report No / AnanuTHueckuii oryer Ne :

Date of Analysis / JlaTa ananusa: 06.04.2023

Date of Manufacture / llaTa nponseojacrea : Mar-2023

Date of Expiry / Cpok rogHoctH : Feb-2028

Analysis performed according ND / Ananus nposeaen no HJL: TTNOL 1252/01-300522

4 |Disintegration /
PacnagaemMocThb

07 min /mMu / 00 sec/MUH

‘Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactBOpenue

100% to 104 %

97 % to 102 %

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

He wm™enee 70 % (Q) CisHisOr
(ubynpoden) yepes 30 muH

Not less than 70% (Q) CsHoNO;
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napaueramon) yepes 30 MuH

6 |Related substances /
PoxncreeHHbIE TpUMecU
Method 1 / Metox 1

Method 2 / MeTopn 2

0.0003 %

BDL (Disregard area 6980)

0.0003%

4-aminophenol (paracetamol impurity) /
4-amunodenon (MpuMech MapaleTamosa)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlrobas  enuHHUuHAs
pUMECh (ubynpodena 17005
napaneramona) - not more than 0.3% /

He 6ouee 0,3 %

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

Remarks: The Product conforms to ND/
Ipumeyanue: ITpoaykr coorseTcTBYeT Tpedbosannsm HJI

Opinion: APPROVED
3aknrouenue: OJIOGPEHO

Prepared
bylloarororneHo:
Ramakant % bd’

uAY

Checked by /

ITpoBepeHo: S:imesh Kumar

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

enb : Amit Kumar S s
Pe»\/

Reprint Date: 06.04.2023
Jara:

Reprint Date: 06.04.2023
Jara:

Reprint Date: 06.04.2023
Jarta:

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 €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page4 of S/ Crp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxsmH®, Ta61eTKH, TOKPbITHIE MJIEHOYHOH 000/104YKOi, 400 mr + 325 mr

Batch No / Cepusi Ne

: V2300465

Batch Quantity / O6bem naptuu : 765.20 KG

040001801674

Analytical Report No / AHanuTndeckHii oTder Ne :

Date of Analysis / JIlata anannsa: 06.04.2023

Date of Manufacture / [laTa npouzBoacTsa : Mar-2023

Date of Expiry / Cpok roagnoctu : Feb-2028

Analysis performed according ND / Anann3 nposegen nmo HJI: TI N011252/01-300522

a) Total aerobic

OO011ee Yncno
a3pobHbIX

/ Obluee 4yuciIo
IPOMOKEBBIX U

¢) E. coli

microbial count /
MHKPOOPTraHU3MOB
b) Total combined

yeasts and mould count

TJIECHEBBIX IPUOOB

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

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

Absent / OTcyTCTBYET

7 |Water/Bona 1.2 % 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/
OnHOPOAHOCTH ITokasaTenpb npuemyeMocTd (AV) nomkeH
JIO3MPOBaHHSI ObITE He Hotee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
0.8 more than 15.0/
- Paracetamol/ ITokasartens npuemaeMoct (AV) jomkex
napateTamor ObITh He bonee 15,0
9 |Microbial limits /
Muxkpobuosoruyeckas
YHUCTOTA

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/
TIpumevanne: [TponykT cooTBeTcTBYET Tpebopanuam HJL

Opinion: APPROVED
3akmouyenue: OJJOBPEHO

Prepared

Checked by /
[Tpopepeno: Himech Kumar

byTloaroTonnerio:
Ramalkant W \

Approved by: Manager/Executive
/Qno6peno:MeHemxep/Pyropoaur

eJb . Amit Kumar N
/lﬁ/\ \/

JaTa:

Reprint Date: 06.04.2023

Reprint Date: 06.04.2023
Jara:

Reprint Date: 06.04.2023
Jara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIHM3A

Page 5 of 5/Ctp.5u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

H6ykauH®, Tab/ieTKH, IOKPLITHIE IIEHOYHOi 000/104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300465 Batch Quantity / O6bem napruu : 765.20 KG
Analytical Report No / AnajquTHueckuii oryer Ne : Date of Analysis / lata ananausa: 06.04.2023
040001801674

Date of Manufacture / Jlata npon3soacrsa : Mar-2023 |Date of Expiry / Cpok roAHOCTH : Feb-2028

Analysis performed according ND / Ananus nposesen no HJL: [TNOI 1252/01-300522

10 |Assay/
KonuuectBenHoe 392.9 mg/392.9 Mmr
omnpeeneHne

326.32 mg/326.32 mMmr

360.0 to 440.0 mg of Ci3sHis02
(Tbuprofen) per tablet /

Or 360,0 MI' 11O 440,0 Mmr C|3H1302
(ubynpoden) B TabneTke

2925 to 357.5 mg of CgHoNO»
(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO,
(napaueramon) B TabseTke

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 6nuctep. I1o 1
O6nMcTepy B Na4yKy KapTOHHYIO
BMECTE C MHCTPYKLUEH

110 IPUMEHEHHIO.

10 tablets in PVC/ALl blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerox B [1BX/Al
6nucrep. ITo 1, 2 uim 20 6aucTepos B
naviky KapTOHHYIO BMECTE c
UHCTPYKIMEH M0 NPUMEHEHMIO.

12 | Labeling / MapkupoBka| According to ND. / B coorsercTBuu ¢ HL

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

XpaHeHue ITpu Temneparype He Bbiuie 25 °C.
14 | Shelf life / Cpok 5 years / 5 ner
r'OJTHOCTH

Remarks: The Product conforms to ND/
Ipumeyanne: [IpoaykT cooTBeTcTBYET Tpebosanusam HJT

Opinion: APPROVED
3axmouenue: OJOBPEHO

Prepared Checked by /
ITpoBepeno: Himesh Kumar

byllogrorosneHo:
Ramakant W - RERS

Approved by: Manager/Executive
/O,uoﬁpeﬂo:MeHe,mKep/PyKOBozmT

enb : Amit Kumar A \;,

Reprint Date: 06.04.2023 Reprint Date: 06.04.2023
Hara: Jara:

Reprint Date: 06.04.2023
JHara:
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