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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 of 5/Crtp. 1 u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann FOunop®, TabaeTku aucneprupyemsle [nas aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2300107

Batch Quantity / Oobem naprun : 547.500kg

890001642159

Analytical Report No / AHanuTH4YeCKHi oT4eT Ne :

Date of Analysis / Jlata anasmmza: 31.01.2023

Date of Manufacture / lata npon3poactsa : Jan-2023  |Date of Expiry / Cpok rognocta : Dec-2027

| Analysis performed according ND / Anamus nposejen no HJL: [T N011252/02-041021

Ne _'iTest / TlokasaTes

Results / PezyanTarsl Specification / Hopma

1 [Description / Onyucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
| ' with impregnations and a score-line onwith impregnations and a score-line on

| one side and characteristic odor. / one side and characteristic odor. /
Kpyrisie  mockouumHapuyueckueKpyrnble  MIOCKOUMIHHAPHUECKIE
*rd( JIeTKH ~ po30BOro  lusera  crabnerkm  po3oBoro  LBeta ¢
BlcpanneHmMH ¢ hackoll ¥ puCKoii HABKpaAIAEHHAMH, ¢ dackol n puckoit Ha
OTHOI CTOPOHE,0AHOT CTOpOHE,

C XapaKTepHbIM 3aM1aXOM. C XapaKTepHbIM 3aMaXOM.

2 Identification / Complies as prescribed/ [The retention times of the main peaks
MogIMHHEOCTE CooTseTeTByer on the chromatogram of the test
olution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
aracetamol  reference  standards
solution (section Assay). / Bpemena

lyIepXKUBaHHUS OCHOBHBIX TMHKOB Ha
pomatorpamme HCTIBITYEMOTO
pacTBopa JOJDKHBl COOTBETCTBOBATH
BpCMEHAM yJepXKUBaHHs [UKOB Ha
XpoMmaTorpamme pacTBopa
CTaHAapTHBIX 00pasloB HOynpodeHa
I napateTramosa (pasnmen
«KonnuecTBeHHOE ONpPEeNnenHne»). |

Remarks : The Product conforms to ND/
Ipumevanne: [poaykr cootBeTcTByeT Tpebosanusm HJT

Opinion : APPROVED
Zaxaouenue: OJJOBPEHO

Jara: 31.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroroBneHo: Ipoeepeno: Himesh Kumar Onobpeno: Menemkep / g

Pardeep Kumar Cf" C}LA Pykosoaurenb @Ml
B ’ ) Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 31.01.2023

JHata: 31.01.2023

Registered Office: 3-2-337, 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 Q,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Page2 of 5/ CTp. 213 5

|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnann IOrRop®, Tadnerkn qucneprupyembole [miasa gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300107

Batch Quantity / O6wsem naptun : 547.500kg

890001642159

Analytical Report No / Ananutudecknii otuet Ne :

Date of Analysis / lata ananuza: 31.01.2023

'Date of Manufacture / lata npousBoactna : Jan-2023

Date of Expiry / Cpox rognocrn : Dec-2027

| Analysis performed according ND / Ananns npoeeaen mo HJI: [T N011252/02-041021

No Test / Iloka3zaTeib

| Results / I;e3y.m,TaTm

Specification / Hopma

3 Average weight of tablets /
Cpennsisi Macca TabJieToK

363.6 mg/ 363.6 Mr

Complies/cooTBeTCTBYET

00 min:24 Seconds/00 mun 24 Sec

_F\Iot more than 3 min/
H

357.7 mgto 372.3 mg (365.0 mg +
2.0 %). / Ot 357,7 mr no 372,3 mr
(365,0 mr = 2,0 %)

e boJiee 3 MUH

99% to 101 %

99% to 100%

ibuprofen) after 30 min /
e MeHee 70 % (Q) Ci3Hi3O4
ki-lﬁynpoq:neﬂ) yepe3 30 MUH
Not less than 70% (Q) of CsHoNO,
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNOs
(mapaueramon) yepes 30 MuH

P\Iot less than 70% (Q) of Ci3HsO4
¥

:4 Disintegration /
PacniagaeMocTh
5 Dissolution /
PacTBOpeHue
|
6 Dispersibility /
| ncnepcHocTs

Complies / COO?BCTCTByeT

Uniform suspension passing through!
the 710 pm sieve is formed
OOpazyercs OLHOPOAHAS CYCEH3Hs,
NPOXOAAILAA YEPE3 CHTO C pPasMepoM
orseperiii 710 MxM

Remarks : The Product conforms to ND/
IIpumedanne: [IponykT cooTBeTCTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jata: 31.01.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosnexo: [Tposepeno: Himesh Kumar Onobdpeno: Menemxep /- uﬂ
Pardeep Kumar QLQ — \ ——. | PyxoBourens @u

ki : Manoj Kumar =
Reprint Date: Reprint Date: Reprint Date:

Hara: 31.01.2023

Hara: 31.01.2023

Registered Office: 8-2-337, Road [o. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC004507
www.drreddys.com
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Produtt : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyx e FOunop®, Tabaerku aucneprapyemsie [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300107

Batch Quantity / O0bem napTuu : 547.500kg

89000 1642159

Analytical Report No / Ananutugeckuii oTyer Ne : Date of Analysis / lata anasmsa: 31.01.2023

|Date of Manufacture / Jlara nponssoactsa : Jan-2023 | Date of Expiry / Cpoxk rognocty : Dec-2027

|Analysis performed according ND / Anaan3 nposeaen no HJI: [T N011252/02-041021

Ne Test / Tlokazaresn ' Results / PesynasTaTs! ‘Speciﬁcation / Hopma
7_ Related substances / -aminophenol (paracetamol impurity)
FPoperBennsie npumecu
-amuHodeHon (npumecs
Method 1 / Meton 1 — . napaueramona) - not more than
Determination of 4-Amirio GLOE05% 0.005% / He Gonee 0,005 %
IPhenol content / Onpenenenue | I
CONePIKAHMsSI CONMEPIKAHUS Any individual unidentified impurity
4-amuHoheHOMa of (ibuprofen or paracetamol)
EOuUHHYHAsS HenIeHTHOHLHPOBaHHAS
Method 2 / Meron 2 — Below BDL (BDL= 0.05%) / Hixke  [IpuMech ubynpodeHna Unu
Determination of Ibuprofen nopora perucTpautu rlapaleramMmona -
and Paracetamol unidentified (ITP = 0.05%) not more than 0.2% / He 6onee 0,2%
impurities / Onpenenenue
HenACHTUDULYPOBAHHBIX [Total impurities (Method 1+Method 2)
rnpumecei nOynpodeHa n 0.00003% Cymma npumeceii (Meron 1 + Merog
napaieTraMona ’ ° 2) - not more than 0.7% / xe Gonee 0.7
%o
8 Microbial limnits / [
Muxpobuosiornyeckas Less than 100 CFU/g/ Not more than 1000 CFU/g /
HUCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r
Not more than 100 CFU/g/
[He 6o1ee 100 KOE/r
|

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykt coorBeTcTBYeT TpeGoBanmsamM HJJ

Opinion : APPROVED
3axkmrouyenne: OJOBPEHO

Prepared by / Checked by /

Ioarorosneno: ITposepeno: Himesh Kumar
Pardeep Kumar Oﬁ-"‘

Approved by: Manager/Executive /
Onobpeno: MeHemxep

/
PykoBoanrens @L_&L‘}ﬂ

Manoj Kumar

Reprint Date: Reprint Date:
Hara: 31.01.2023 Hara: 31.01.2023

Reprint Date:

Hara: 31.01.2023

Registered Office: 6-2-337, 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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnun IOHHop®, TabneTku aucneprupyembie [ais aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300107

Batch Quantity / O6bem maptuu : 547.500kg

890001642159

Analytical Report No / AHanuTH4eckuii oTuer Ne :

Date of Analysis / JaTa anannsa: 31.01.2023

Date of Manufacture / laTta npoun3BoacTsa : Jan-2023

Date of Expiry / Cpok rognoctn : Dec-2027

Analysis performed according ND / Anaan3 nposeaen no H/I: 1 N011252/02-041021

a) Total aerobic microbial
count / Obiee yncno
A’pOOHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / Ob1ee uncno
PONOKEBBIX H MJIECHEBBIX
rpubos

| ¢) E. coli

Less than 100 CFU/g/
Menee 100 KOE/r

Absent

9 Uniformity of dosage units /
OnQHOPOAHOCTH AO3UPOBAHHS

- Ibuprofen / ubynpoden

10 Assay / KonnuecTBeHHOE
onpe/eieHHe

- Paracetamol / mapaueramon

1.0

1.0

Acceptance value (AV) should be not

Shall be absent in 1g/ OtcyrcTsie B 1
r

more than 15.0 / TIlokasarens
npueMieMoct (AV) NOKeH ObITh HeE
oonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokasateny
npuemneMocti (AV) nomxeH ObITh He|
oonee 15,0

99.5 mg /99.5 mr

123.7 mg/ 123.7 mMr

90.0 mg to 110.0 mg of Cy3H50:
(ibuprofen) per tablet /
Or 90,0 mr no 110,0 mr Cy3H 502 [

112.5 mg to 137.5 mg of CsHoNO;
(paracetamol) per tablet /

O1 112,5 mr go 137,5 mr CsHoNOs
(napaueramos) B Tabnerke

(nbynpoden) B Tabnerxe [

Remarks : The Product conforms to ND/
IIpumeuanme: [IponykT coorBercTByeT TpeboBanusm HJJ

Opinion : APPROVED
3axawouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosnexo: IIposeperno: Himesh Kumar Onobpeno: Menemkep /

Pardeep Kumar QL ——— {‘ ~——~. | PyxoBoaurenn M ,;mp
- N ’ Manoj Kumar '

Reprint Date: Reprint Date: Reprint Date:

Hara: 31.01.2023 Hara: 31.01.2023 Hara: 31.01.2023

Registered Office: 6-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: ~91 40 4200 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun IOnnop®, tadaerkn gucneprupyemble [as gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300107

Batch Quantity / Oobem naprum : 547.500kg

890001642159

Analytical Report No / AHanuTHYeckuii oTyer No :

Date of Analysis / JlaTa ananmsa: 31.01.2023

Date of Manufacture / Jlata npouszsoacrsa : Jan-2023

Date of Expiry / Cpok rogHoctu : Dec-2027

Analysis performed according ND / Anaau3s nposegen mo HJI: T1 N011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20)

and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tadnerox gin a carton pack. / TTo 10 taGaerox B

Osncrep u3 IIBX/AL Ilo 2 Gancrep
BMECTe C  HUHCTpyKUHeH
[pHMEHEHHIO B TavKy KapTOHHYIO.

2

a]'gmlc’rep uz TIBX/AL TTo 1, 2 uaun 20

noOMHCTEPOB BMECTE € WHCTPYKITHEIT 1o

__.L'IPHMEIICIIIIIO B NA4KY KAPTOHHYIO.

12 Labeling / MapkupoBka ‘According to ND. / B cooteercTenn ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHenue
B opurunnanbHol ynakoske (611cTep B nayke) MpH TEMIIEPATYPE HE Bbllle
L 25 °C.
14 Shelf life / Cpok ronnocT |5 years / 5 net

Remarks : The Product conforms to ND/
IIpnmeganue: [1poaykT cooTBeTCTBYET Tpebosanuam HJT

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToxrorosneHo: IIpoBepeno: Himesh Kumar Onobpeno: Menemxkep / E

Pardeep Kumar I . D%_,__.c::; PyxoBoauTens &&E"—(’L
- . Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hata: 31.01.2023 Hata: 31.01.2023 Hara: 31.01.2023

Rugistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLCO04507
www.drreddys.com



