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CERTIFICATE OF ANALYSIS
CEPTUHDPUKAT AHAJIN3A

Dr. Reddy's Laboratories itd.
formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 1 of 5/ CTtp. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125
Hoykaun FOnuop®, TabeTku gucneprupyemsle [ans gereii|, 100 mr +

mg
125 mr

Batch No / Cepust Ne : V2201847
Analytical Report No / AnasuTuyecknii oTyer Ne :
890001614502

Date of Analysi

Batch Quantity

/ O6bem maptuu : 547.500kg
s/ laTa ananuza: 22.09.2022

Date of Expiry

Date of Manufacture / laTa npoussoacrsa : Aug-2022

/ Cpok roaHoctu : July-2027

Analysis performed according ND / Ananu3s nposenen no HJ/I: 11 N011252/02-041021

mon / Ho

[TogmiHHOCTD CooTBercTBYET

Ne Test / Ilokazatennb Results / PesyabTaTnl opma

1 Description / Ouucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on!
ione side and characteristic odor. / one side and characteristic odor. / |
Kpyraeie  nnockounnuuapuyeckneKpyrisle  nI10CKOUMIUHAPHYECKHE,
TabneTkn  po3oBOro  uBeta  CTaGNEeTKH  pO30BOro  LiBeTa
BKpAaIIEHUAMH, ¢ (ackoii u pHckoii HaJBICpElI‘IJ‘IC[-[[[FIMH, ¢ (hackoii H puckoii Ha
OHOH CTOPOHE,0IHOA CTOpOHE,
€ XapaKTepHbIM 3aNaxoM. C XapaKTepHbLIM 3aMaxoM.

2 Identification / Complies as prescribed/ 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). / Bpemena
YAEPKUBAHUA OCHOBHBIX THKOB Ha
XpoMmaTorpamme HCTILITYEMOro
pacTBopa JOKHbI COOTBETCTBOBATH
BpEMEHAM YZEpKHBaHHsA IHKOB Ha

XpomarorpaMmme pacTBopa
CTaHAapTHBIX 00pasuos ubdynpodena
gl napaueramorna (paznen

- «KonnyecTseHHOE onpeneneHney). ‘

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cootBeTcTByeT TpeOGOBaHHAM HJJ

Opinion : APPROVED
3akmwouenue: OJOBPEHO

[NMoaroroenexo: [TposepeHo:

Prepared by / Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Jara: 22.09.2022 Hara: 22.09.2022

Pardeep Kumar Himesh Ku }ar;_‘gf_(ﬂj-’ Pykosopurenb _ ]
i & ) Manoj Kumar bf‘{iﬁ(—
Reprint Date: Reprint Date: Reprint Date:

Hara:22.09.2022

= N vlle s ke an3d Telansan:s 1in
Reriscored Office: 5-2-227, Road No. 3. Banjara Hills, Hyderasad - 500034, Telangang, Incis
Tel <91 404200 2900, Fax: +914 40 4600 - Emiail rshEparrendys.oom
CIN: LES185AP1984PL
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Uoyxaun FOnnop®, TabaeTKH gucueprupyembie [nis aereit], 100 mr + 125 mr

Batch No / Cepust No : V2201847

Batch Quantity / O6bem napTun : 547.500kg

890001614502

Analytical Report No / AnasuTudeckuii order Ne :

Date of Analysis / JlaTta ananusa: 22.09.2022

Date of Manufacture / lata npousBoacrsa : Aug-2022

Date of Expiry / Cpok rogsocru : July-2027

Analysis performed according ND / Ananus nposenen nmo HJI: [T N011252/02-041021

Ne  [Test/ IMoxaszaTess

Results / Pe3y_.anaTbl

[Speciﬁcation / Hopma

3 Average weight of tablets /
ICpexnsis Macca TabeToK

363.3 mg/ 363.3 mMr

Complies/cooTBeTcTBYET

357.7 mg to 372.3 mg (365.0 mg +
2.0 %). / Ot1 357,7 Mr a0 372,3 Mr
I(365,0 mr + 2,0 %)

97% to 100%

4 Disintegration / 00 min:34 Seconds/00 miH 34Sec  [Not more than 3 min /
Pacnagaemocrts He 6onee 3 mun _

S Dissolution / 97% to 101% Not less than 70% (Q) of Ci3H30:
PacTBopenne (ibuprofen) after 30 min /

He wmenee 70 % (Q) Ci3sHisOs
(ubynpoden) uepes 30 Mun

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

He wmenee 70 % (Q) CsHoNO;
(napaueramor) uepes 30 MuH

6 Dispersibility /
JIncnepeHocTh

Complies / CooTBeTcTBYET

Uniform suspension passing through
the 710 um sieve is formed /
praz)-’t:TCH OJIHOPOJIHAR CYCTIEH3H,)
MPOXOAALLAS HEPE3 CHTO C PAIMEPOM
oTBepcTHii 710 MrM

Remarks : The Product conforms to ND/
ITpumeuanue: IpoaykT coorsercTyer Tpeborannsm HJJ

Opinion : APPROVED
3axmouenue: OJTOGPEHO

Hara: 22.09.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloxgrorosneHo: % ITpogepeno: OnobpeHo: Menemxep / R
Pardeep Kumar (i_ Himesh I\Lémir_}i/—\‘:, PykoBonutens 4' J/
- = : (gt |
Manoj Kumar e
Reprint Date: Reprint Date: Reprint Date:

Hara: 22.09.2022

Hara:22.09.2022
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Hoyxmnn FOnnop®, Tadaerku aucneprupyemble [aas aereii], 100 mr + 125 mr

|Batch No / Cepust Ne : V2201847

Batch Quantity / O6sem naprun : 547.500kg

Analytical Report No / AnajanTnyeckuii orger Ne :
890001614502

Date of Analysis / [lata anaansza: 22.09.2022

Date of Manufacture / JlaTta nponsBogersa : Aug-2022

Date of Expiry / Cpok roaunocrn : July-2027

Analysis performed according ND / Ananns nposenen mo H/1: T1 N011252/02-041021

—

Ne

Test / IloxkazaTenn

Results / Pe3yabrathl

i'Speciﬁcation / Hopma

|

7

Related substances /
PoacTeennble npumecu

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenne
COACPIKAHIIA COREPKAHNS
H-amiHogerona

Method 2 / Metopn 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenne
HEHAEHTHPULIMTPOBAHHDIX
npumeceil ubynpodena u
napaneramona

0.0001%

BDL (Disregard Limit: 0.05%)

0.0001%

|
“4-amuHodeHon

/

Mapatetamona) - not more
0.005% / ne 6onee 0,005 %

NpuMech ubynpodena
napaueramona -

(1
/0

(npumect

Any individual unidentified impurity
of (ibuprofen or
Epnnnunas HenaeHTH)HUMPOBAHHAS

paracetamol) /|

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

Total impurities (Method 1+Method 2)
Cymma mpumeceii (Merog 1 + Metog
2) - not more than 0.7% / He 6onee 0.7

4-aminophenol (paracetamol impurity)

than

HITH

Microbial limits /
Tnkpobuonoruyeckas
qHCTOTA

|

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

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

INot more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
ITpumeuanme: [TponykT cooTBeTcTBYET TpeGosaHusM HJ|

Opinion : APPROVED
3aknuenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnexo: ( IIposepeno: | Onobpeno: Menemxep / -
Pardeep Kumar o Himesh R&Q/J PyKOB.OLU'lTCJ'lL y 3}3;.)#1 ré Lh(

3 Manoj Kumar S A
Reprint Date: Reprint Date: Reprint Date:
Hara: 22.09.2022 JHara: 22.09.2022 Hara:22.09.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrmnn IOuuop®, Tabaerku ancneprupyemsie [mist aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201847

Batch Quantity / O6bem naptumn : 547.500kg

890001614502

Analytical Report No / AnanuTnyeckmii oryer No :

Date of Analysis / laTa anannsa: 22.09.2022

Date of Manufacture / lata mpousBoictsa : Aug-2022

Date of Expiry / Cpok roasocru : July-2027

Analysis performed according ND / Ananus nposesen o HJI: [1 N011252/02-041021

) Total aerobic microbial
count / OGee yneno

A3POOHBIX MUKPOOPraHH3MOB Absent Shall be absent in 1g / OrcyrcTrue B 1
r
bb) Total combined yeasts and
mould count / O6uiee yncio
NPOAIKEBBIX U MJIECHEBBIX
rp1bos
- ¢) E. coli |
9 Uniformity of dosage units / Acceptance value (AV) should be nof
Oauopoanocts qo3upoBanus 1.3 more than 150 / [lokazaresns
npuemnemocti (AV) nomken GbITh He
- Ibuprofen / ubynpoden oonee 15,0
Acceptance value (AV) should be not
more than 150 / [Ilokazatens
1.4 npremaemoctu (AV) nomked GbITh Hel

- Paracetamol / napaneramon

ponee 15,0

10 Assay / KonnuectBennoe
' orpegenenne

98.8 mg /98.8 mMr

122.9 mg/ 122.9 mr

90.0 mg to 110.0 mg of C;3H30»
(ibuprofen) per tablet /

OT 90,0 Mr 10 110,0 Mr C3H 30,
(ubynpoden) B Tabnetke

112.5 mg to 137.5 mg of CsHyNO,
(paracetamol) per tablet /

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

]

Remarks : The Product conforms to ND/
Ipumesanue: Tlponykr cootsetcTByeT TpeGosanusm HJJ

Opinion : APPROVED
3akaouenne: QJIOGPEHO

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

Ilonrorosnexo: p IlpoBepeHo: Onobpeno: Menemxkep / R

Pardeep Kumar <:.[—, Himesh W Pykoeoautens )1M
' Manoj Kumar = *

Reprint Date: Reprint Date: Reprint Date:

Hara: 22.09.2022 Hara: 22.09.2022 Hara:22.09.2022
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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
CEPTUDOUKAT AHAJIU3A

Page S of 5/Crp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykiun IOunop®, TadjeTku qucneprupyemblie s aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201847

Batch Quantity / Oobem naptumn : 547.500kg

890001614502

Analytical Report No / AnasnTnuecknii oryer No

Date of Analysis / laTa ananu3za: 22.09.2022

Date of Manufacture / Jata npou3sBogcrsa : Aug-2022

Date of Expiry / Cpok rognocts : July-2027

Analysis performed according ND / Ananus nposeaen no HJI: I1 NO11252/02-041021

11 Package / YnaxkoBka

10 tablets in PVC/ALI blister. 2 blislersi:lﬂ tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Tlo 10 rabnerok [{in a carton pack. / [To 10 rabnerok s
oaucrep 13 I[IBX/AL Tlo 2 6ﬂ|1CTcpai'3m|cTep w3 [MBX/AL [Mo 1, 2 uan 20
BMeCTe c MHCTpYKLHEl nodANCTEPOB BMECTE € MHCTPYKLME 1o
MPUMEHEHHIO B Ma4Ky KAPTOHHYH. _!EpnmcneHmo B A4Ky KApPTOHHYIO.

12 Labeling / MapkupoBka

IAccording to ND. / B cootBercrenn ¢ HJI.

In the original packaging (blister in carton pack) at temperature below 25°C.

13 Storage conditions /
XpaHeHue
B opurnHanbHOl ynakoske (OaucTep B nauke) Npy TEMIIEPATYPE HE BbILIE
25:°C.
14 Shelf life / Cpox rogaoctn |5 years /5 net

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBeTcTBYET TpeGoBanusam HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprotornexo: 0 ITpogepeHo: Onobpeno: Menemxep /
Pardeep Kumar C_\J' Himesh Rg&i{j,—/—; PykosoauTenb Indt e )

- > Manoj Kumar \—:}L—Ei
Reprint Date: Reprint Date: Reprint Date:
Hara: 22.09.2022 Hara: 22.09.2022 Hara:22.09.2022
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