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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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIH3A

Page 1 of 5/CTp. 1135

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykann®, TabaeTku, NOKPLITHIE MIeHOYHOH 060104K0MH, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2300208

Batch Quantity / O6bem napruu : 727.5 KG

040001756899

Analytical Report No / ArannTudecknii oraet Ne :

Date of Analysis / {ata ananusa: 10.02.2023

Date of Manufacture / Jlata nponssogcrsa : Jan-2023

Date of Expiry / Cpox roanocts : Dec-2027

Analysis performed according ND / Ananus nposenen no HJI: TT NO1 1252/01-300522

Ne Test / IlokazaTeanb

Results/ Pe3yabTathl

Specification / Hopma

1 |Description/ Oniicanne

Capsule-like orange-coloured film-

cross section - white core. /Tabnerxkn
KancyloBHAHOH (OpPMBI, NOKPHITHIE
NJIEHOYHOH 00O0JOUKONH OPaHXKEBOrO
[[BETA, C PUCKOH Ha OAHOH CTOpOHE;
Ha TIONEpPEeYHOM paspese — sJpo
Oenoro uBeTa.

coated one-side scored tablets; on

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkd  KarncynoBHAHOH dopMbl,
MOKPbITEIE TJIEHOYHOH obonoyukoit
OpaH)XeBOTO L{BETa, C PUCKOH Ha OAHOU
CTOpOHE; Ha TONEPEYHOM paspese — siapo
6enoro uin noutu 6esnoro useTa.

Remarks: The Product conforms to ND/
Ipumeuannue: [Iponykr cooteTcTByeT Tpebosanusim HL

Opinion: APPROVED
3axmouenne: OJJOBPEHO

Preparcd by /
[Toarorosaeno: Naresh

Kumar @

2

Checked by /
Iposepeno: Pardeep Kumar

-

<

Approved hy: Manager/Executive
/O no6peno:Menemkep/PykoBoauT
enb : Amit Kumar

-

Reprint Date: 10.02.2023
Hara:

Reprint Date: : 10.02.2023
Mara:

Reprint Date: : 10.02.2023
Hara:

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 ‘ ®

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOUKAT AHAJIM3A

Page 2 of 5/ Ctp.2 3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MoykanH®, TadaeTku, NOKPbIThie IUIeHO4YHOIl 06010uK0il, 400 Mr + 325 mr
Batch No / Cepus Ne : V2300208 Batch Quantity / O6bem naprau : 727.5 KG
Analytical Report No/ AnanuTHyeckuii oTder Ne : Date of Analysis / lata ananusa: 10.02.2023
040001756899
Date of Manufacture / Jlata npoussojicTsa : Jan-2023 Date of Expiry / Cpox roamnoctn : Dec-2027
Analysis performed according ND / Auanus nposegen mo HIL: T1 N011252/01-300522
2 Identification / Complies as prescribed/ The retention times of the main peaks on
TToAMMHHOCTD 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 yaepXUBaHHs OCHOBHBIX TTMKOB
Ha XpoMarorpamme UCTIBITYEMOTO
pacTBopa  JODKHB  COOTBETCTBOBATH
BpeMeHaM  YAepKMBAaHMS ~ TMKOB  Hd
XpomarorpaMme pPacTBopa CTaHIapTHBIX
o6pasuos nbynpodeHa W napaueramona
(pasnen «KonnvyecrseHHOE
onpeaecHue»)
3 |Average tablets weight 968.4 mg / 968.4 Mr 940.9 mg to 999.1 mg
CpenHsist macca (970.0 mg = 3%) /
TabJIeTOK Or 9409 Mr 10 9991 MT
(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/
I puveyanue: TIpOAYKT COOTBETCTBYET tpeGosanuam HJL

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /

Kumar

MoarotosneHo: Naresh

3 g

Checked by /
TIpoeepeno: Pardeep Kumar

c

Approved by: Manager/Executive
JUnobpeno:MeHekep/PyrusuanL

enp : Amit Kumar
Mg o

e

Jara:

Reprint Date: 10.02.2023

Reprint Date: : 10.02.2023
Jara:

Reprint Date: : 10.02.2023
Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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‘.. Dr. Reddy's Laboratories Ltd.

! °® Formulation Unit-6

Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND{A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

Page3 of 5/Ctp.3 u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, ra6aeTkH, NOKPLIThIE NJ1eH04HON obonoukoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300208 Batch Quantity / O6nem naprun : 727.5 KG
Analytical Report No / AHanuTH4eckuil oT4yeT No : Date of Analysis / [laTa ananusa: 10.02.2023
040001756899

Date of Manufacture / Jlata nponssoactsa : Jan-2023 |Date of Expiry / Cpox roasocts : Dec-2027

Analysis performed according ND / Ananns nposepen no HJL: T1N011252/01-300522

4 |Disintegration / 06 min /06 mu Not more than 30 minutes /
Pacnanaemoctsb He 6onee 30 MuH

5 |Dissolution / Not less than 70% (Q) CisHisO2
PaCTBOpeHI’Ie 95 % to 100% (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CiHisOs
(mBynpoden) yepe3 30 MUH

Not less than 70% (Q) CsHoNO»
97% to 100 % (Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHyoNOs
(mapatietamor) 4epes 30 MuH

6 |Related substances / 4-aminophenol (paracetamol impurity) /
PoacTBEHHbBIE IPUMECH 0.0002 % 4-amuHodeHon (MpEMech TMapaleTaMona)
Method 1/ Meton 1 - not more than 0.005% /

He 6onee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (of ibuprofen or
paracetamol) / JobGas  eanHUYHAsA
MpUMECH (ubynpodena Unu

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

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

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumeyanue: [TponykT coorseTcTByeT Tpedosanuam HL 3aknrouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorornexo: Naresh IposepeHo: Pardeep Kumar /Onobpeno:Menemxep/PykoBoauT
Kumar ( enb : Amit Kumar

e =l N
Reprint Date: 10.02.2023 Reprint Date: : 10.02.2023 Reprint Date: : 10.02.2023
Jara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s “:‘

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

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS awww.drreddys.com
CEPTHO®HUKAT AHAJIM3A

Page 4 of 5/ Ctp. 4u3 5

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

Noykiana®, Tabnerki,

NOKPBIThIE MIEHOYHOI 000104 KOii,

400 mr + 325 mr

Batch No / Cepus Ne : V2300208

Batch Quantity / O6bem napTis :

7275 KG

040001756899

Analytical Report No / AnanuTnyeckuii oryer Nt :

Date of Analysis / JlaTa anaju3a: 10.02.2023

Date of Manufacture / laTa Npon3BoACTEA : Jan-2023

Date of Expiry / Cpok rognocTH : Dec-2027

Analysis performed according ND / Ananu3 npoBee no

HJI: T1N011252/01-300522

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 / 1.5 more than 15.0/
OHOPOAHOCTD [Tokazatellb pUeMNEMocTh (AV) N0TKEH
JO3UPOBAHUS 6biTh He Gonee 15,0
- Tbuprofen /uGympoden
Acceptance value (AV) should be not
1.0 more than 15.0/
- Paracetamol/ TTokaszateib puemieMocTn (AV) N0/DKEH
napaleramos 65ITE He Gonee 15,0
9 |Microbial limits /
Muxkpobuosnoruyeckas
YHUCTOTA
a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6itiee YUCIo
a3pobHBIX
MMKPOOPTraHU3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g/
yeasts and mould count Meree 5 KOE/T He 6onee 100 KOE/r
/ Obliee 4UCIIOo
JPOAOKEBBIX 1
MJIECHEBBIX FPUOOB
c) E. coli Absent / OTCyTCTBYET Shall be absent in 1g / OtcyrcTBHE B
Ir B

Remarks: The Product conforms to ND/
Tpumedanue: [IPOAYKT COOTBETCTBYET tpebosannam HJ

Opinion: APPROVED
3akmoyenne: OJJOBPEHO

Prepared by /
[MonrorosneHo: Naresh

Kumar @

o

Checked by /
TposepeHo: Pardeep Kumar

-

Approved by: Manager/Executive
/'O)_LUGPCHO!PvlCIIOﬂ)I(Op/P),’ICOHQILMT
enpb . Amit Kumar

e

Reprint Date: 10.02.2023
Jara:

Reprint Date: : 10.02.2023
Jara:

Reprint Date: : 10.02.2023
Hara:

Registered Office:
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CERTIFICATE OF ANALYSIS

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

CEPTHO®HUKAT AHAJIM3A

Page 5of 5/CTp.5u35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykimmn®, TabaeTk, NOKPLIThHIE nJjeHo4Hoii 000

jouKoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300208

Batch Quantity / O6bem naptun : 727.5 KG

040001756899

Analytical Report No / AHannTuuecknii oruer Ne:

Date of Analysis / lata ananu3a: 10.02.2023

Date of Manufacture / /lata npousBojcTea : Jan-2023

Date of Expiry / Cpox rognocts : Dec-2027

Analysis performed according ND / Auajnus nposejies no H: T1N011252/01-300522

10 |Assay/
KonuuecTBeHHOE
ornpejieneHne

391.5mg/391.5 mMr

323.29 mg/ 323.29 mr

360.0 to 440.0 mg of Cj;3Hi30»
(Ibuprofen) per tablet /

Or 360,0 MIT 10 440,0 Mr C|3H1302
(nbynpodeH) B TabreTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr mo 357,5 mr CgHoNO:

(mapaueramos) B TabneTke

of Cer)NOz

11 | Package /¥ nakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6auctep. Ilo 1
6naucTepy B MadKy KapTOHHYIO
BMECTE C HHCTPYKLMEN

10 NPHMEHEHHUIO.

10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 ta6nerox B [IBX/Al
Gnuctep. Ilo 1, 2 um 20 Gnuctepos B
nauxy KapTOHHYIO BMeCTe c
MHCTpYyKLKe# 10 TPUMEHEHHUIO.

I

12 | Labeling / Mapxuposka

According to ND. / B cootsetctsuu ¢ HIL.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenue IIpn Temneparype He sble 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
| rogHoCTH

Remarks: The Product conforms to ND/ Opinion: APPROVED
TMpumeuanne: [Ipoaykr cootsetcThyeT TpebGoBanuam HIT 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[Toxrorosieno: Naresh [TposepeHo: Pardeep Kumar /O no6peno:MeHnemxep/PykoBoaUT
Kumar enb : Amit Kumar

& c>() R

— B /

Reprint Date: 10.02.2023 Reprint Date: : 10.02.2023 Reprint Date: : 10.02.2023
Jara: JHara: JHara:
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