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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJN3A

Page 1 0of 6/CTp.1 136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxk1HH®, Ta0leTKH, NOKPLIThIE NNIEHOYHOH 000/1049K0i, 400 Mr +-325 mr

Batch No / Cepusi No : V2300863

Batch Quantity / O6beM naptuu : 765. 690Kg

040001833048

Analytical Report No / AHaauTu4ueckui-otuet Ne :

Date of Analysis-/ JlaTa ananu3za: 18.05.2023

Date of Manufacture / Jlata npoussoactea : Apr-2023

Date of Expiry / Cpok rogHocTu : Mar-2028

Analysis performed according ND / Auanu3z nposenex no H/1: [1 N011252/01-300522

Ne |Test/ Mokazatenn

Results/ PesynbTaThl

Specification / Hopma

1 |Description/ Onucanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /
Tabnetku kancynoBugHOH (OPMBI,
MOKPBITBIE TUJIEHOUHOH 000104KOMH
OpaHXeBOro 1BeTa, C PUCKOH Ha
OJIHOl CTOpOHE; Ha [ONEepeyHOM
paspeze — siapo 6eJoro uBera.

Capsule-like orange-coloured film-coated

one-side scored tablets;
on cross section- white or off-white core. /
TabneTk  KamcCyJgOBHIHOH (bOpMBI,
MOKpPbITbIE ' MNJIEHOYHOH o0onoukoi

OpaH)XeBOTo I[BeTa, C PUCKOH Ha OJHOM
CTOpOHE; Ha MOMEPEUHOM pa3pese — sApo
0€JIOro WM MOYTH OeJoTo 1BeTA.

Identification /
ITonnuHHOCTH

Complies as prescribed/
CooTBETCTBYET

| 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 ylnepXHBaHHSI OCHOBHBIX [TUKOB

Ha XpoMarorpaMmme HCIIBITYEMOI'O
pacTBOpa NOJIXKHBI COOTBETCTBOBATL
BpEeMEHAM YACPKHBaHUA NUKOB Ha

XpoMarorpaMMe pacTBOpa CTaHJapTHBIX
obpa3iioB ubynpodena u mnapaueramona
(paznen «KonmuecTBeHHOE
OIIpeleNeHie»)

Remarks : The Product conforms to ND/
IIpumeuanue: [1poaykT coorseTcTByeT TpeboBaHuam HJI

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /
[ToarorosneHo: Santosh

Kumar Maurya @q}

Checked by /
[TpoBepeno: Pravesh Rana

Approved by: Manager/Executive /
Opnobpeno: Menemxep / Pykooaurenn

Amit Kumar f\_\ H‘/‘/

Reprint Date:
Jara:18.05.2023

R
Reprint Date:
Jara:18.05.2023

Reprint Date:
Hara:18.05.2023

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: L85195AP1934PLC004507
www.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
CEPTHOHKAT AHAJIH3A

Page2 of 6/ Ctp.2 3 6

Product: Ibuclin, film-coated tablets, 460 mg + 325 mg

Hoykanu®, tabieTkn, N0KpsITHIC nnenoqnon oboroukoii, 400 mMr + 325 mr

_] .

Batch No / Cepng Ne : V2300863 Batch Quantity / O6bem napTiii : 765. 6901-‘.:;_

Analytical Report No / Ananutudeckuit otyer Ne ; - Date of Analysis / Jlata ananusa: 18.05.2023
040001833048

Date of Manufacture / Jlata npoussozactea : Apr-2023 Date of Expiry / Cpok rogHocty : Mar-2028

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

3 |Average tablets weight 973.5mg/973.5 Mmr 940.9 mg to 999.1 mg
CpenHss Macca (970.0 mg + 3%) /
TabneTox Or  940,9 MI 70 9991 MI
(970,0 Mr + 3 %)
4 |Disintegration / 07 min 02 sec/ 07 mun 02 cek  [Not more than 30 minutes /
Pacnanaemocts He 6onee 30 mun
5 |Dissolution / 98 % to 100% Not less than 70% (Q) Ci3H 30,
PactBopeHue (Ibuprofen) dissolved in 30 minutes /
He wMemee 70 % (Q) C;3Hi0
(ubynpoden) yepes 30 MuH
101% to 104% Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wMeree 70 % (Q) CsHoNO,
(mapaueramon) yepes 30 MUH

Remarks : The Product conforms to ND/
Ilpumeuanue: [poaykr cootBeTcTByeT TpeGoBanusam HJT

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosneno: Santosh | [posepeno: Pravesh Rana
Kumar Maurya %ﬂ( >

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoaurens

Amit Kumar N—
—

Reprint Date: Reprint Date:
Hata:18.05.2023 Jara:18.05.2023

Reprint Date:
JTata:18.05.2023

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: LB5195AP1984PLC004507
www.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
CEPTHOHUKAT AHAJIM3A

Page3 of 6/ Ctp.3m3 6

[Product: Ibuclin, film-coated tablets, 400 mg+ 325 mg
Hoykaun®, TabieTkH, NOKPLITHIE NIEHOIHOMH 0060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300863 -

Batch Quantity / O6bem mapriy : 765.690K g

040001833048

Analytical Report No / AHanuTudeckuii otuer Ne

Date of Analysis / Jlata ananusa: 18.05.2023

Date of Manufacture / [lata nponssoacrsa : Apr-2023

Date of Expiry / Cpok rogsocty : Mar-2028

Analysis performed according ND / Ananus nposeseH o HJI: IT N011252/01-300522

6 |Related substances /
PoncreenHsle npumecn
Method 1/ Meton 1

Method 2 / Metoz 2

0.0002%

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHOGeHON (NpUMeCh Mapareramorna)
- not more than 0.005% /
He H6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlio6as
npumech (ubynpodena WM
napauneramona) - not more than 0.3% /
He Boee 0,3 %

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

9 |Water/Bona

1.5%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Hpumevanue: TpodyKT cOOTBETCTBYET TpeGoBaHUAM HJ

Opinion : APPROVED
3akmouenne: OJJIOGPEHO

Prepared by /

Kumar Maurya

Iloarorosneno: Santosh

s y

Checked by /
IMposepeno: Pravesh Rana

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

Amit Kumar | /‘&W ,\:’,,

Reprint Date:
Hara:18.05.2023

Reprint Date:
Hata:18.05.2023

Reprint Date: '

Hata:18.05.2023

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: L85195AP1984PLC0O04507

www.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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 of 6/ C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg -
Hoyxknun®, TabaeTkH, NOKPHITHIE MJIEHOYHOI. oﬁonquon, 400 mr <+ 325 MI™

Batch No / Cepust Ne : V2300863

Batch Quantity 7O6beM naptuu : 765.690K g

1040001833048

Analytical Report No / AHanutrueckuid otuer Ne ;- -

Date of Analysis /.JlaTa ananu3a: 18.05.2023

Date of Manufacture / Jlata npoussozctea : Apr-2023

Date of Expiry / Cpok rogHocty : Mar-2028

Analysis performed according ND / Ananuz nposeaen no HJI: TT N011252/01-300522

10 |Uniformity of dosage
units /
OnHOpPOAHOCTD
JIO3UPOBAHHUS

- Paracetamol/
napateTamort

- Ibuprofen /ubynpoden

2.7

1.4

Acceptance value (AV) should be not
more than 15.0 /

IToxa3zarens npuemneMoctd (AV) noinkex
6bITh He Oonee 15,0

Acceptance value (AV) should be not
more than 15.0 /

IToxazarens npuemsneMoct (AV) noymkeH
65ITh He HoJee 15,0

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooretcTByeT TpeGopanuam HJ[ | 3axmoyenune: OJIOBPEHO

Opinion : APPROVED

JaTa:18.05.2023

Jlata:18.05.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Togrotosneno: Santosh | [Iposepeno: Pravesh Rana Onobpeno: Menemxkep / PykoBoautens
Kumar Maurw [L Amit Kumar (&'

P v\\_’/
Reprint Date: Reprint Date: Reprint Date: :

Hara:18.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

PageSof 6/ Ctp. 5 u3 6

[

Product: Ibuciin, film-coated tablets, 400 mg + 325 mg
| Hoykanu®, TabaeTkn, NOKPLITHIE NIEHOYHOI 060j0uKoil, 400 Mr + 325.MF

Batch No / Cepus Ne : V2300863 Batch Quantity / O6bem mapTiiins 765. 690Kg

Analytical Report No./ AnamuTuueckuii otder Ne : Date of Analysis / [lata ananusa: 18.05.2023
1040001833048

Date of Manufacture / Jlata nponzsoactsa : Apr-2023 Date of Expiry / Cpok rogsoct : Mar-2028

Analysis performed according ND / Ananus nposeaen no HJI: IT N011252/01-300522

[ 11 [Microbial limits /
Muxkpobuonoruveckast

YUCTOTA
a) Total aerobic 20 CFU/g/ Not more than 1000 CFU/g /

microbial count / 20 KOE/r He 6onee 1000 KOE/r
O61ee uncio
a’poOHBIX
MHKPOOPraHH3MOB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g/
yeasts and mould count Menee 5 KOE/r He 6omnee 100 KOE/r

/ Ob1wee uucio
JIPONOKEBBIX U
IJIECHEBBIX rPHOOB

¢) E. coli Absent in 1g/ OtcytctByer B Ir  |Shall be absent in 1g / OtcyrcTBue B
lr
12 |Assay/ 390.3 mg/390.3 mr 3600 to 4400 mg of C;HigOz
KonuuectsenHoe (Ibuprofen) per tablet /
onpeJeeHne Or 360,0 mr go 440,0 mr CisHis0;
(ubynpoden) B TabneTke
321.64 mg/321.64 mr 2925 to 3575 mg of CsHgNO;

(Paracetamol) per tablet /
Or 292,5 mr pmo 357,5 mr CgHoNO,
(napanetamo) B TaGneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeyanue: [TpoaykT coorBercTByeT Tpe6oBanusm H] | 3axmouenne: OMOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh | IposepeHo: Prjzih Rana Onobpeno: Menemxep / Pykosoquteinn
Kumar Maurya @q Amit Kumar ]B(: y

Repuiut Dute. Reprint Date: Reprint Dale:

Jara:18.05.2023 Harta:18.05.2023 Jara:18.05.2023

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: L85195AP1984PLC004507
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
CEPTUOHUKAT AHAJIM3A

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabaeTKH, HOKpblTble IJIEHOYHOii 060/10uK0if, 400 mr + 325 Mr

]

| Batch No / Ceprisi Ne : V2300863

f e 0

Batch Quantity / O6bem mapthu : 765. 69UKg

040001833048

Analytical Report No / AHanvﬂmqecmﬁ otyer Ne :

Date of Analysis /-JlaTa ananuza: 18.05.2023

Date of Manufacture / Jlata npoussoacrsa : Apr-2023

Date of Expiry / Cpok rogHocTs : Mar-2028

Analysis performed according ND / Ananu3s nposegen no HJI: TTN011252/01-300522

13 [ Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6nucrep. Io 1

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 Tabnetox B [IBX/Al
6mcrep. Ilo 1, 2 unu 20 6auctepoB B

bnucrepy B MmadKy KapTOHHYHO |HayKy KapTOHHYIO BMECTE c
BMECTE C  HMHCTPYKIMEH 10 |MHCTPYKLHUEH Mo MPUMEHEHHUIO.
NPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBerctun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepatype He Bbite 25 °C.
16 | Shelf life / Cpoxk 5 years /5 ner
FOJAHOCTH
ﬁzi;:::;gii) 1( ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaneramon
ﬁPI manufacturer batch number / . PIBM230124 1596/22-23
omMep cepHH npouspoauTeas APC:
FP Manufacturer API Batch number /
Howmep cepuu cyGeTaHIMH FEQAO00179 FEQAO00165

npoussoauteas I'JIdD:

API Manufactured by & country /
IIpoussoaurens ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DkTus
®apma Calierncus Jlumuren, Muaus

Sri Krishna Pharmaceuticals
Ltd., India / Illpn Kpumnxa
®dapmacsrotuxaic Jta.,

Hunus

Remarks : The Product conforms to ND/
Ilpumeuanne: [IpoayxT cooTBeTcTBYyeT TpeboBanusm HJI

Opinion : APPROVED
Zaxniouedue: OJJOBPEHO

Prepared by /
IMoarorosneHo: Santosh

Kumar Maury@

Checked by /
[Tpoeepeno: Pravesh Rana

A

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoaurens

Amit Kumar N\
ST

Reprint Date:
JlaTa:18.05.2023

Reprint Date:
JaTta:18.05.2023

Reprint Date:
JaTta:18.05.2023

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: L85195AP1984PLC004507

www.drreddys.com




