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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WUo6ykaun FOHuop®, Ta6aeTKH Aucneprupyemsle [aas gereii], 100 mr + 125 mr

Batch Quantity / O6bem maptuu : 547.500kg

{Batch No / Cepusi Ne : V2202237
|Analytical Report No / AnannTuueckuii oruer Ne :
890001625992

Date of Analysis / JlaTa ananu3za: 09.11.2022

iDate of Manufacture / Jlata npousogcTsa : Oct-2022

Date of Expiry / Cpok rogHoctn : Sep -2027

|Analysis performed according ND / AnaJsinz npoBejeH 1

o HJI: I NO11252/02-041021

No

No  Test/ Ioxazareas
i

Description / Onucanue

Kpyribie
TabneTKu

(03113 (0}

Results / Pe3y1bTaThbl N
Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line on
one side and characteristic odor. /

MJIOCKOLMJIHHAPUYECKHE
pPO30BOTrO
BKpaTIeHUsaMH, ¢ hackoii U prckoli HaBkpanieHusIMH, ¢ backol U puckoli Ha

C XapaKTEPHbIM 3aIll1axOoM.

Specification / Hopma

with impregnations and a score-line on
one side and characteristic odor. /
Kpyrisle  NJIOCKOLWIHHIAPHYECKHUE
TabJeTkn  poO30BOTO  LBETa ¢

BCTa C

. |
O HOHU CTOpPOHE,

C XapaKTCPHBIM 3allaXOM.

CTOpPOHE,

Identification /

ToaMMHHOCTH CoOTBETCTBYET

Complies as prescribed/

|The retention times of the main peaksI
on the chromatogram of the test
solution should correspond to the
|retcnii0n times of the peaks on the
ichromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VIepiHBaHUs OCHOBHBIX IHKOB H3
Xpomarorpamme HCTBITYEMOr ol
jpacTBOpa JOJKHBI COOTBETCTBOBATh
lBpeMeHaM  ylep)KHMBaHHMs [HKOB Ha
XpomMaTorpaMme pacTtBopa
cTanmapTHeix obpasuo ubynpodena
i naparneramona (pazmen
«KomyecTBenHoe onpelieNieHue»). |

Remarks : The Product conforms to ND/
Ipumeuanne: [IpogykT cooTBeTCTBYET TpeboBaHusimM H]I

Opinion : APPROVED
3axmouenue: OJIOGPEHO

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

[TonrorosncHo: 4 IlpoBcpeHo: Onobpeno: Mcuicmxep /

Ankit @ Pardeep Kumar Qf/j PykoBopuTens m
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 09.11.2022 Hara: 09.11.2022 Hara:09.11.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann FOnuop®, TadeTkH aucneprupyembie [1is gereii], 100 mr + 125 Mr

Batch No / Cepusi Ne : V2202237

Batch Quantity / O6bem napruu : 547.500kg

890001625992

Analytical Report No / Anaantudeckuii oruer Ne :

Date of Analysis / /laTa apannsa: 09.11.2022

Date of Manufacture / Jlata npoussoactsa : Oct-2022

Date of Expiry / Cpok rognoct : Sep -2027

| Analysis performed according ND / Anann3 nposegen mo HJI: TI N011252/02-041021

Ne

Test / Iloka3zaTeab

3 Average weight of tablets /
CpenHsist Macca Ta6J1eTOK

! Results / Pe3yabTaTsl
4 364.6 mg/ 364.6 Mr

Complies/cOOTBETCTBYET

Specification / Hopma

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

4 Disintegration /

- PacnanaemocTh

5 Dissolution /
PacTBOpenne

] Dispersibility /
{HCHepCHOCTD

00 min:31 Seconds/00 mu 31 Sec

Not more than 3 min /
He 6onee 3 MuH

95 % to 100 %

97% to 101%

Complies / CooTBeTcTBYET

Not less than 70% [Q] of CJ;HHOEE
ibuprofen) after 30 min / |
He wmenee 70 % (Q) CisHisOd
(nbynpoden) yepesz 30 Mux

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

He menee 70 % (Q) CyHoNO;

(napaueramod) qepes 30 MuH

Uniform suspension passing through
the 710 um sieve is formed
O0pazyercsi 0AHOPOAHAA CYCIEH3HS,
TPOXOASLIAs Yepe3 CHTO ¢ pasMepoM
otBepcTuii 710 Mkm

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponyxt cooTBeTcTBYET TpeboBanuam H/I

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

[ToarotoBieHo: A [posepero: . Onobpeno: Menemxep /

Ankit Pardeep Kumar QL/ PyKoBOAUTEND b;’;ﬂ;’ica
' Manoj Kumar ¥

Reprint Date: Reprint Date: Reprint Date:

Hara: 09.11.2022 Hata: 09.11.2022 Jata:09.11.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykiand FOHnop®, TabeTkn Aucneprupyemsble [as gerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2202237

Batch Quantity / O6bem maptuum : 547.500kg

890001625992

Analytical Report No / AnanuTHyeckuii order Ne :

Date of Analysis / JlaTa anajau3za: 09.11.2022

Date of Manufacture / /{laTa mpoussoactsa : Oct-2022

Date of Expiry / Cpok roasoctu : Sep -2027

Analysis performed according ND / Anann3 nposenen mo H/: 11 N011252/02-041021

No Test / IToka3aTeanb

1] Related substances /
PoancTBeHHbIE MpUMeECH

Method 1/ MeTton 1 —

4-amuHOdeHoNa

Method 2 / MeTon 2 —

napaneramora

Results / Pe3y.m>TaT_bl

Determination of 4-Amino
Phenol content / Onpeaenenue
coliepkaHus coJiep)KaHusl

Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HEWIeHTH)ULY POBAHHBIX
npuMecel nubynpodena u

0.0001%

0.0001%

BDL(Below Disregard Limit 0.05%)%

8 [Microbial limits /
MukpoGuonoruyeckas
YHCTOTA

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

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

Specification / Hopma N
#-aminophenol (paracetammm_purity)
I/

L4—aM14Ho§0eHon (ripumech

mnapaueraMosa) - not more than
0.005% / He 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
Enunyuunas HeuaeHTHHULMPOBAHHAS
MpUMech ubymnpodena WU
mapaieTamorna -
not more than 0.2% / He 6onee 0,2% |
|
Total impurities (Method 1+Method 2)|
Cymma npumeceii (Meron 1 +Metog
2) - not more than 0.7% / He 6onee 0.7
%

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogyxT cooTBeTcTBYET TpeboBanusam H/I

Opinion : APPROVED
3axarwuenne: OJOBPEHO

Hata: 09.11.2022

Prepared by / = Checked by / Approved by: Manager/Executive /
TToAroTOBNEHO! “¥v [TpoepeHo: Ouu0peHo: Medeoxep /
Ankit / //1/, Pardeep Kumar Q]D/—_: PykoBoanresns
= Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Hata: 09.11.2022

Jata:09.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann Ounop®, TabneTku aucneprupyemsble [as aereii], 100 mr + 125 mr

Batch Quantity / O6bem maptun : 547.500kg

Batch No / Cepun Ne : V2202237

890001625992

Analytical Report No / AHanuTH4eckunii oTyeTt No :

Date of Analysis / JlaTa ananuza: 09.11.2022

Date of Manufacture / laTa npoussoacrsa : Oct-2022

Date of Expiry / Cpok rognoctu : Sep -2027

Analysis performed according ND / Ananns mposeaen no HJI: 1 NO11252/02-041021

ia) Total aerobic microbial
count / Ob11ee ynucio
a3pOOHBIX MUKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / Ob1ee uncno
TPOMOKEBBIX U TIIIECHEBBIX
rpu6oB

| £) E. coli

Absent

Shall be absent in 1g/ OTcyTcTBUE B 1|
r

9 Uniformity of dosage units /
OXHOPOAHOCTL NO3UPOBAHMS

- Tbuprofen / néynpoden

10 Assay / KontnuecTBeHHOE

ionpez(e.rleﬂue

- Paracetamol / napaneramon

1.6

1.6

Acceptance value (AV) should be not
more than 15.0 / Tlokasareny
npiemaeMocty (AV) NoJKeH ObITh He|
oonee 15,0

Acceptance value (AV) should be not
more than 15.0 / Ilokasatens
npreMiaeMoctd (AV) 1omkeH ObITh He
oonee 15,0

100.9 mg /100.9 mr

125.9 mg/ 125.9 mr

90.0 mg to 110.0 mg of C;3H 50,
(ibuprofen) per tablet /

Ot 90,0 Mr o 110,0 mr Ci3H;50,
(ndynpoden) B TabneTke

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

Ot 112,5 Mr mo 137,5 mr CsHoNO,
(nmapaueramon) B TabJIETKE

Remarks : The Product conform$ to ND/
Hpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBaHHAM HJL

Opinion : APPROVED
3axmouenue: OJIOBPEHO

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

IToaroTosneHo: : ﬂ IIposepeHo: Ou00peno: Meneskep /

Ankit ( ) cst™ Pardeep Kumar ob/ Pyko BOATE b @U,_’le)
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jata: 09.11.2022 Hata: 09.11.2022 Hara:09.11.2022
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page S5of 5/Ctp. 5u3 5

|Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
|H6yxaun FOHnop®, TabseTku gucneprapyemble [ans aereii], 100 mr + 125 mr

|Batch No / Cepust Ne : V2202237

Batch Quantity / O6bem napruu : 547.500kg

Analytical Report No / AHanuTHyeckuii oTuer No :

890001625992

Date of Analysis / JlaTa ananau3za: 09.11.2022

Date of Manufacture / JaTa npon3soactsa : Oct-2022

Date of Expiry / Cpok roanoctn : Sep -2027

Analysis performed according ND / Ananu3s nposeaen mo HJI: TIN011252/02-041021

11 iPackage / YnakoBka

10 tablets in PVC/Al blister. 2 blisters]0 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Tlo 10 Tabnerox Bin a carton pack. / [To 10 TaGnerok B
Onuctep u3 TIBX/Al Tlo 2 omicnpa]nnncnp u3 [IBX/AL TIlo 1, 2 unu 20
BMECTE  C HHCTpYKLUMEH MOOJANCTEPOB BMECTE ¢ HHCTPYKUKEH 1o
NPUMEHEHHIO B 14Ky KAPTOHHYIO.  [IPUMEHEHHIO B 1aUKy KAPTOHHYIO. |

12 ”Labe]ing / MapkupoBka

13 Storage conditions /
XpaHeHHe

IAccording to ND. / B coorBerctBuu ¢ HJI.

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

B opurnHansHo# ynakoBke (61McTep B nadke) NPH TEMIEpaType HE Bbllle
25 °C.

14 Shelf life / Cpok rogaocTa

S years / 5 net

Remarks : The Product conforms to ND/
ITpumeuyanne: IponykT cootBeTcTBYeT TpeboBaHUsAM HJI

Opinion : APPROVED
Zakmouenne: OJJOBPEHO

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

[ToprotosneHo: [/{ IIpoBepeHo: Opobpeno: Menemxep /

Ankit Pardeep Kumar Or/ PykoBoauTens M
/ - Manoj Kumar }h'n -

Reprint Date: Reprint Date: Reprint Date:
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