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... Dr. Reddy's Laboratories Ltd.
&

Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1 of 5/Ctp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykmns FOunop®, Tabaerkn Ancneprupyemoie s aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202444 Batch Quantity / O6bem napran : 547.500kg
| Analytical Report No / Ananuruuecknii orer Ne : Date of Analysis / Jlara ananmnsa: 28.11.2022
890001629834

Date of Manufacture / [lata npoussoactsa : Nov-2022 |Date of Expiry / Cpox roaHocTy : Oct -2027
Analysis performed according ND / Anau3 npoeeen no H: TIN011252/02-041021

Ne  [Test / Iloka3zaTean Results / Pe3ysTaTsl Specification / Hopma |
1 Description / Onucanne 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. /
[Kpyrmble  MNOCKOLMAHHApHUeCkueKpyribie  MIOCKOUHANHAPHHECKHE
raGnerku  posooro  BeTa  cTalneTku pozoBOro  LBera ¢
BKpanjexnsiMit, c Gackoil ¥ pucKoi HABKPATIEHHAMH, C hacxkoii n puckoii Ha
OJIHOI CTOPOHE,0AHO CTOpOHE,
C XapakTepHbIM 3amaxoM. C XapaKTepHbIM 3aMaxoM. |
2 Identification / Complies as prescribed/ The retention times of the main peaks
[MoaauHHOCTH CootsercTByet on the chromatogram of the test
I solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
YASPIKIBAHUS OCHOBHBIX TNHKOB Ha
Xpomarorpamme HCMBITYEMOrO
pacTBopa MOJIKHBI COOTBETCTBOBATH
BpeMeHaM YIAEPKMBAHHS MHKOB Ha

XpomaTorpamme pacTBopai
cTanaapTHLIX 00pasuos nbynpodena
1§ mapaueraMona (paznen

«KonnuecTBeHHOE ONpeiesieHIe).

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [IponykT coorsercTyer Tpebopanusam H/I 3akmouenue: OQJJOBPEHO

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

IToarotoBneHo: Ar ITpoBepeno:Ramakant OnobGpeno: Menemxep /

Shivani Devi : 8&@ PyKOBOAUTENb S g
Amit kumar {S(k i

Reprint Date: Reprint Date: Reprint Date: )

Hata: 28.11.2022 Hata: 28.11.2022 JHaTa:28.11.2022

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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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Dr. Reddy’s Laboratories Ltd.
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Vill. Khol, Nalagarh Road, Baddi,
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Page2 of 5/Ctp. 213 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann FOanop®, TabaeTku Ancneprupyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202444

Batch Quantity / Oobem napran : 547.500kg

1890001629834

Analytical Report No / AnanuTuqeckuii or4er No :

Date of Analysis / /laTa anaau3a: 28.11.2022

Date of Manufacture / /lata npoussoacrsa : Nov-2022

Date of Expiry / Cpok rosnoers : Oct -2027

Analysis performed according ND / Ananus nposenen no HJI: 1T NOI 1252/02-041021

Ne Fest / Toka3zaTeJn

Results / Pe3yabTaThbl

Specification / Hﬁwa

3 Average weight of tablets /
|Cpezmml Macca TadaeTor

| 362.5 mg/ 362.5 Mr

Complies/cOOTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). / Ot 357,7 mr 1o 372,3 Mr
(365,0 mr = 2,0 %)

Disintegration /
PacmajaemMocTh

00 min:32 Seconds/00 muH 32 Sec

Not more than 3 min /
He 6onee 3 MuH

w |

Dissolution /
[PacTBOpeHHe

99% to 101 %

99% to 101%

Not less than 70% (Q) of Ci:H 502
(ibuprofen) after 30 min /

He menee 70 % (Q) CiHisOr
(ubynpoden) uepes 30 Mut

Not less than 70% (Q) of CsHoNO»
(paracetamol) after 30 min /

He wmenee 70 % (Q) GCiHoNO:
(mapaueramon) 4epes 30 MuH |

Dispersibility /
JncnepcHOCTH

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed /
Obpazyercs OAHOPO[HAs CYCTIEH3HH,
[TPOXOMAIIAS YEepe3 CHTO € pasMepoM
otBepeTiii 710 Mkm

Remarks : The Product conforms to ND/
Hpumeuanue: ITponykrt cooTseTcTByeT TpedosaHnsm HJ

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Jara: 28.11.2022

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

IToxroroBaeHo: a [Tpoeepeno:Ramakant Onobpeno: Menemxkep /

Shivani Devi Q\‘U“B/ PykoBoguTenn N,
Amit kumar ‘ e

Reprint Date: Reprint Date: Reprint Date: '

Hara: 28.11.2022

Hara:28.11.2022
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CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJTH3A

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

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

Page3 of 5/CTp.3u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyiomn Oanop®, Tab1eTKH ancneprupyembie s jereii], 100 mr + 125 mr

\Batch No / Cepust Ne : V2202444

Batch Quantity / O6bem napruu : 547.500kg

890001629834

Analytical Report No / Anannrudecknii oraer N :

Date of Analysis / lata ananusa: 28.11.2022

Date of Manufacture / Jlata npoussocTsa : Nov-2022

Date of Expiry / Cpox rognocty : Oct -2027

Analysis performed according ND / AHaiu3 npoBejeH no HJI: TINO011252/02-041021

Test / IlokazaTelib

Results /_Pe3yJ11>TaTbl

Specification / Hopma

[7 Related substances /
PoacTBeHHbIE NPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
[Phenol content / OnpeaeneHue
COZIEPIKAHUS COAEPKAHUS
4-amMuHO(EeHONa

Method 2 / Meton 2 —

| Determination of Ibuprofen
Iand Paracetamol unidentified
impurities / OnpeeneHue
[HeHAeHTHPUIUPOBAHHBIX
npumeceii u6ynpodena u

Not Detected

0.08%

0.08%

’-‘L-aminophcnol (paracetamol impurity)

4-amuHOdEeHON (npumecs
napaneramona) - not more than
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
Ennnnunas iIE:HII,EH'I‘I’Id][I[I]lpﬂBaHH&H'
[IPUMECD nbynpodeHa HIIH
mapaueramona -

not more than 0.2% / ne 6onee 0,2%

[Total impurities (Method 1+Method 2)
/ Cymma npumeceit (Meron 1 + Meroj

napaleTamoria 2) - not more than 0.7% / ne 6onee 0.7
0/
S0
8 [Microbial limits / ) )
MuKpoOHOIOrHYECKas Less than 100 CFU/g/ Not more than 1000 CFU/g/
[MHCTOTA Memnee 100 KOE/r He 6onee 1000 KOE/r

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

Not more than 100 CFU/g/
He 60mnee 100 KOE/r

Remarks : The Product conforms to ND/
Tpumeuanue: IIpogyKT COOTBETCTBYET Tpedosanuam HJY

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

Ioarorornexo: r ITpoeepeno:Ramakant Opobpeno: Menemxkep /

Shivani Devi )) ol PykoBOAUTEND RN m
W Amit kumar f&‘ g il

Reprint Date: Reprint Date: Reprint Date: '

Ilarta: 28.11.2022 Hara: 28.11.2022 JaTa:28.11.2022
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Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIHU3A

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

Page4 of 5/CTp. 4135

IProduct : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykana FOanop®, TabaeTku aucneprupyemble [As aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202444

Batch Quantity / O6bem maprun : 547.500kg

Analytical Report No / AHanuTi4yecKkuii oT4eT Ne :
890001629834

Date of Analysis / Jlata ananu3a: 28.11.2022

Date of Manufacture / JlaTa nponssoacrsa : Nov-2022

Date of Expiry / Cpox roanocts : Oct -2027

Analysis performed according ND / Ananu3 nposepen no H/L: I1 NO011252/02-041021

a) Total aerobic microbial
count / O6111ee unCIo

|
Shall be absent in 1g / OtcyTcTBue B 1

A3pOOHBIX MHUKPOOPTraHKU3MOB Absent
i
b) Total combined yeasts and
mould count / O61uee yucio
JPOYXOKEBBIX W [IECHEBBIX
rprboB
| c) E. coli i
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOpPOIHOCTL JO3HPOBAHMS 2.5 more than 15.0 / [llokasarens
rnpuemieMoctu (AV) nomkeH ObITh He
- Ibuprofen / nbynpoden Oonee 15,0
Acceptance value (AV) should be not
more than 15.0 / [Iloxasareins
1.8 npuemiaeMocTy (AV) 1omkeH ObITh He
, - Paracetamol / mapauneramoJ Gonee 15.0
10 Assay / KonuecTBeHHO® R 90.0 mg to 110.0 mg of Ci3H 502
onpeaeJieHHE (ibuprofen) per tablet /
97.7 mg /97.7 mr Ot 90,0 mr go 110,0 mr C3H 1302

123.1 mg/123.1 mr

(ubynpoden) B TabneTKe

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

Ot 112,5 mr go 137,5 mr CsHoNO2
(napaueramon) B TabieTke

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoAyKT COOTBETCTBYET TPEOOBAHUIM HI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
IToaroToBneHO:

M

Checked by /
ITposepeno:Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Jara: 28.11.2022

Shivani Devi LLT PykoBOIUTEND (L__;\f/
g‘”{/ Amit kumar -
Reprint Date: Reprint Date: Reprint Date:

Mata: 28.11.2022

JaTa:28.11.2022

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

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

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

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A

Page S of S/CTp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykmus FOrnop®, TabiaeTku ancneprupyembie [1s Aereii], 100 mr + 125 mr

Batch No / Cepusn Ne : V2202444

Batch Quantity / O6bem mapriu : 547.500kg

890001629834

Analytical Report No / AnanmnTudecknii oruer Ne : Date of Analysis / [lata ananu3a: 28.11.2022

Date of Manufacture / Jlata npoussoacrsa : Nov-2022 |Date of Expiry / Cpok roaunocTd : Oct -2027

-'Analysis performed according ND / Ananus nposeaen no HJL: I1 N011252/02-041021

11 Package / YnakoBKa

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabsetok Bin a carton pack. / Tlo 10 Tabaerok 8
Guicrep 13 MBX/AlL Tlo 2 Gnnmcpu]lﬁmlc"rep uz [MBX/AL Tlo 1, 2 wan 20
BMecTe C HHCTPYKLHEH MoOAMCTEPOB BMECTE C HHCTPYKLHEH MO
MPHMEHEHHIO B 1AYKy KAPTOHHYIO.  |[IPUMEHEHMIO B NAaYKY KAPTOHHYHO.

12 Léheling / MapkupoBKa

According to ND. / B coorserctaun ¢ HJI.

13 Storage conditions /
XpaHeHHe

In the original packaging (blister in carton pack) at temperature below 75 O
/
B opuruHanbHoi yrnakoske (6IUCTep B Madke) Ipy TeMIepaType HE BhILIE
25 °C.

14  Shelf life / Cpok roanocTu

5 years / 5 net

IToaroroBJieHo: —
Shivani Devi ,A \

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: IIpoxykt coorseTcTByeT Tpedosanusm HJT B3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IIpoepeno:Ramakant

1 Onobpeno: Menemxep /

J PykoBOAHTEND (___\_,_; N __
%\L/ Amit kamar | : yousinaal

Reprint Date:
Hara: 28.11.2022

Reprint Date: Reprint Date:
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