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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykaun FOHnop®, TabieTKu Aucneprupyemslie [1is aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202488

Batch Quantity

/ O6bem napTuu : 547.500kg

890001632624

Analytical Report No / AHanuTH4YecKkHil oTyer Ne :

Date of Analysi

s/ JlaTa aHaam3a: 13.12.2022

Date of Manufacture / Jlara npon3Boactsa : Nov-2022

Date of Expiry / Cpok rogHocts : Oct -2027

Analysis performed according ND / Anann3 nposeaen no HJI: TI N011252/02-041021

Ne  Test/ ITokazaTean

Results / PesynbTaThl

1Speciﬁcalion / Hopma

Description / Onucanue

Pink flat-faced beveled-edge tablets
with impregnations and a score-line on
one side and characteristic odor. /

Kpyrnble  MIOCKOLMTHHIAPUYECKHE,
rabneTkil  pozoBoro  mpera ¢

0HOI CTOPOHE,

BKpanicHuAMi, ¢ Gackoil u puckol HaBKpanneHaMu, ¢ Gackoii n pUCKoii Ha

Pink flat-faced beveled-edge tablets
with impregnations and a score-line on
one side and characteristic odor. /

Kpyrnpie  MIOCKOLHIHHAPHYECKHE
tabjeTkn  po30BOr0  UBera ¢

OJIHOM CTOpPOHE,

C XapakTepHbIM 3aN1axoM.

C XapaKTepHbLIM 3arnaxoM.

2 IIdentiﬁcation /
oA IHHHOCTDb

Complies as prescribed/
CoorpercTByert

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
VACP/KITBAHIS OCHOBHBIX MHKOB Ha
Xpomarorpamme HCITBITYEMOTO
PACTBOPA JIOJDKHBI COOTBETCTBOBATE
BpeMeHaM yIACPRHBARNA HKOB H:l1
Xpomarorpamme pacTBopa
cranpapTHeix oOpasuos nbynpodena
i riapaleramona (paznen
KonuuecTBeHHOE ONpENEICHHEN). ‘

Remarks : The Product conforms to ND/
Ipumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / 'f Checked by / Approved by: Manager/Executive /
IToaroToByieHO: ), il [IpoBepeno:Pardeep Kumar Onobpeno: Menemxep /
Ramakant ,&wﬁy . PykoBoauTens - \—

< Amit kumar /&»7/
Reprint Date: Reprint Date: Reprint Date:
Jara: 13.12.2022 Jarta: 13.12.2022 Jara:13.12.2022

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykana FOruop®, TabsieTky ancneprupyembie s aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202488

Batch Quantity / O6bem naptun : 547.500kg

890001632624

Analytical Report No / AHanuTHuecKuii oTaeT No ¢

Date of Analysis / Jlata ananu3za: 13.12.2022

Date of Manufacture / lata npon3sojersa : Nov-2022

Date of Expiry / Cpok rognoct : Oct -2027

Analysis performed according ND / Anasnns nposesen no HJL: [T NO1 1252/02-041021

Ne Test / TlokazaTens

Results / Pe3yabTaThl

Specification / Hopma

3 verage weight of tablets /
Cpennsist Mmacca TabieTok

366.2 mg/ 366.2 Mr

Complies/cOOTBETCTBYET

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

PacnagaeMocTh

00 min:30 Seconds/00 muH 30 Sec

Not more than 3 min /
He bonee 3 MuH

4 Disintegration /
—

Dissolution /
[Pav1BUpeHue

99% to 102 %

98% to 100%

Not less than 70% fQ) of Ci3H 104
(ibuprofen) aftor 30 min /
He wmenee 70 % (Q) CisHisO:
(ndynpodgen) uepes 30 MuH
Not less than 70% (Q) of CygHoNO-
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNOs
(napaueramon) uepes 30 Mun

6 Dispersibility /
/TucrnepcHocTb

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 pum sieve is formed
Ob6pazyeTcs OLNHOPOAHAS CYCIHEH3HS,
[MPOXOAsALLAs Hepe3 CHTO ¢ pasMepoM

oTBeperiii 710 MKM

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoxykt coorBeTcTBYET TpeboBanusaM HJT

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarotosneno: /) Q@"H IIposepeno:Pardeep Kumar Onobpeno: Meunemiep /
Ramakant X&LL - PyKOBOJUTENb ’\ < Rooe

. Amitkumar | —
Reprint Date: Reprint Date: Reprint Date:
Iara: 13.12.2022 Hara: 13.12.2022 Hata:13.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, TadjaeTku AMcneprupyemMble (s aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202488

Batch Quantity / O6bem naprTuu : 547.500kg

890001632624

Analytical Report No / Ananutuyeckuii order Ne :

Date of Analysis / JlaTta ananu3za: 13.12.2022

Date of Manufacture / Jara npounssoacrsa : Nov-2022

Date of Expiry / Cpok rogaoctu : Oct -2027

Analysis performed according ND / Anaju3 npoegen mo HJI: TTN011252/02-041021

Ne Test / Iloka3aTennb

Results / PeayabTaThl

Specification / Hopma

7 Related substances /
PoacTBeHHbIE IIPHMECH

Method 1 / Meton 1 —
Determination of 4-Amino

COJICpXKaHuUs COACPAKAHU
4-amuHO(peHoNa

Metliod 2 / Mooy 2 =
Determination of Ibuprofen

impurities / OnpexneneHue
HeuAeHTHQUIPOBaHHBIX
npuMeceil uOynpodeHa u
napaneramona

[Phenol content / Onpenenenne

and Paracetamol unidentified

0.001%

0.06%

0.06%

4-aminophenol (paracetamol impurity)
/
4-aMyuHOGEHO (npumech
maparieramona) - not more than
0.005% / ue 6osiee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnvHuyHas HeuJeHTHGULIUpOBaHHas
MpPIMOCL néynpodena 1th it
mapateramosa -

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

[Total impurities (Method 1+Method 2)
Cymma npumeceii (Meron 1 +Meto
2) - not more than 0.7% / He Gonee 0.7
%

8 [Microbial limits /
[Muxpob6uonoruyeckas
YUCTOTA

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/T

Not more (lian 100 CFU/y /
He 6onee 100 KOE/r

Remarks : The Product conforms

to ND/

IIpumeuanue: [Ipoxykt coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

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

[1oAroTOBNEHO: &w TIpopepeno:Pardeep Kumar Onobpeno: Menemkep /

Ramakant L ' , PykoBoauTenb & ~
OL" Amit kamar i =

Reprint Date: Reprint Date: Reprint Date:

Jara: 13.12.2022 Hara: 13.12.2022 Jarta:13.12.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTU®UKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknnn IOnuop®, Tabaerkn aucneprupyemble [nas gerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2202488

Batch Quantity / O6bem naprun : 547.500kg

890001632624

Analytical Report No / AnaauTnyecknii oryer Ne :

Date of Analysis / Jlata ananu3za: 13.12.2022

Date of Manufacture / Jlata npou3soacTsa : Nov-2022

Date of Expiry / Cpok roguoct : Oct -2027

Analysis performed according ND / Ananus nposeaen no HJI: [T NO1 1252/02-041021

{a) Total aerobic microbial
icount / Obuiee 9ucno

- Paracetamol / mapaueTaMoJl

A3pOOHBIX MHKPOOPraHU3MOB Absent Shall be absent in 1g / OtcyTcTBHE B |
G
b) Total combined yeasts and
mould count / Obwiee 4ucno
NPONOKEBBIX U MJIECHEBBIX
rprboB
| c) E. coli |
9 [[Tuifon ity af dosage nnits / Acceptance value (AV) shanld he nnf
OAHOPOAHOCTL 103U POBAHHS 0.9 more than 15.0 / Tlokasareis
II npuemiaeMoctn (AV) TomKeH ObITh He
- Ibuprofen / ubynpoden ' Hornee 15,0
Acceptance value (AV) should be not
more than 15.0 / Tlokasarens
0.9 npuemaemoct (AV) n0/KeH ObITh He,

ﬁonee 15.0

10 Assay / KosinyecrBeHHOE
onpeaeeHue

100.1 mg /100.1 mr

124.5 mg/ 124.5 mr

90.0 mg to 110.0 mg of C3Hi1502
(ibuprofen) per tablet /

Ot 90,0 mr mo 110,0 mr Ci3H 130
(16ynpoden) B TabneTKe

112.5 mg to 137.5 mg of CsHyNO;

(paracetamol) per tablet /
01 112,5 mr go 137,5 mr CsHoNO,
(napaueramon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTseTcTBYeT TpeboBanusam HIJ

Opinion : APPROVED
Zaxmodenne: OJJOGPEHO

Prepared by /
IloaroToBiieHO:
Ramakant L

Checked by /
ITpoBepeHo:Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menenxep /
PykosomguTtens i

Amit kumar —

Reprint Date:
Hata: 13.12.2022

Reprint Date:
Hara: 13.12.2022

Reprint Date:

Jata:13.12.2022
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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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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A
Page 50f 5/Ctp. 5135
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6ykaun FOunop®, Tabaerku gucneprupyembie [nas aereii], 100 mr + 125 mr
Batch No / Cepusi Ne : V2202488 Batch Quantity / O6nem nmaprun : 547.500kg
Analytical Report No / AnanuTH4ecknii oTuer Ne : Date of Analysis / lata ananu3a: 13.12.2022

890001632624

Date of Manufacture / JlaTa nponsBogcTsa : Nov-2022 [Date of Expiry / Cpox rognoctn : Oct -2027

Analysis performed according ND / Anasnns nposesen no HJI: TIN011252/02-041021

and patient information leaflet in
carton pack. / Ilo 10 Tabnertok

MPUMEHECHUIO B MaYKy KapTOHHYIO.

listers and patient information leaflet

in a carton pack. / Ilo 10 Tabnetok B
6metep u3 TIBX/AL Ilo 2 Gnncrepadmuctep us IIBX/AL Ilo 1, 2 umm 20
BMECTE c HHCTPYKLUUEH MOBJIMCTEPOB BMECTe ¢ HHCTPYKLIMEH IO

|
MPHMEHEHHIO B TIAYKY KAPTOHHYHO.

12 Labeling / MapkupoBKa According to ND. / B cootsetcTBum ¢ H/I.

—{

11 Package / YnakoBka 10 tablets in PVC/AL blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 20|

XpaHnedue

, 25 "C.
(14 Shelf life / Cpok rognocTu 5 years /5 net

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

B opuriHansHol ynakoske (61McTep B mavke) NpU TEMIEpaType HE BbILIE

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tponykr coorsercTyeT Tpebopanusm HIT Zakmouenue: OJNOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: W [Iposepeno:Pardeep Kumar Onobpeno: Menemxep /
Ramakant T PyKOBOIHMTEID -

= Amit kumar AA ;
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