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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykanH FOHnop®, TabneTku gucneprupyemsble [aas aereii], 100 mr + 125 mr

Batch No / Cepus Ne: V2201616

Batch Quantity / O6bem maprum : 547.500kg

890001607370

Analytical Report No / AHanuTH4ecknii oTuer Ne :

Date of Analysi

s/ JlaTa ananu3a: 10.08.2022

Date of Manufacture / lata npoussoactsa : Jul-2022

Date of Expiry / Cpok rogsoctu : Jun-2027

Analysis performed according ND / Anaaus npogenen mo HJI: 1 N011252/02-041021

LN'g jTest / Iloka3zaTeib

Results / P_eSyEbTaTbI

Specification / Hopma

- iDescription / Onucanue
|
L
|

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

Kpyrnble — nuockounnuHapudeckneKpyrisie  MAOCKOUHIHHAPHUYECKHE
TabneTkyH  po30BOro0  LBeTa  CradieTkH  po30BOro  uBera ¢
BKpanIeHHsIMH, ¢ GACKOI 1 puckoil HABKparieHHsiMH, ¢ hackoii n puckoii Ha
OLHOH CTOPOHE,0AHOII cTOpOHE,

:C XAPaxKTepHbiM 3alTaXOoM.

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

C XapaKTepHbLIM 3aaxX0M.

(=]

Identification /
[Top1nHHOCTDL

Complies as prescribed/
CooTBeTCTBYET

The retention times of the main peaks
lon the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
ichromatogram  of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VAEP/KHBAHHA OCHOBHBIX THKOB Ha
XpoMaTorpamme HCMBITYEMOTO,
pacTBOpa JIOJKHBI COOTBETCTBOBATH
BpeMEHaM YJAepiKHBaHUs MHKOB Ha
XpoMaTorpamme pacTBopa
CTAHAAPTHRIX 00pa3LoB Iiﬁyflp(}f]]EH.’J]i
1" napaueramona (paznen
«KonuuecTseHHOE ONpefeeHne»).

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykt cootseTcTByeT TpeboBanusm HJJ

Opinion : APPROVED
3axawuenue: OJJOGPEHO

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

IMoarorornexo: & [IposepeHo: w Opnobpeno: Menemxep /

Ankaj Verma Ramakant PyxoBoautens ;;:,ﬁ‘g
Manoj Kumar fomges

Reprint Date: Reprint Date: Reprint Date:

Jara: 10.08.2022 Jara: 10.08.2022 Hara:10.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann IOHnop®, TaGaerku gucneprupyemble [aias aeteii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201616

Batch Quantity / O6nem napruu : 547.500kg

890001607370

Analytical Report No / Anamuruueckuii oruer No :

Date of Analysis / Jlata anamu3a: 10.08.2022

Date of Manufacture / lata mpoussoacTea : Jul-2022

Date of Expiry / Cpok rogHoct : Jun-2027

Analysis performed according ND / Ananu3s nposenen no HJI: ITN011252/02-041021

No fTest / Ilokasarenan

B Average weight of tablets /
Cpennss Macca Tal/eTox

Results / Pe3yanaT$1

364.5 mg/ 364.5 mr

Complies/cooTBeTCTBYET

00 min:35 Seconds/00 MuH 35Sec

4 Disintegration /
PacnagaemocTn

5 Dissolution /
PacTBopenne

96% to 101%

93% to 99%

6 f)ispersibility /
lucnepcHOCTH

“Complies / CooTBeTcTBYET

'INot more than 3 min /

INot less than 70% (Q) of Cj3H,s0

’Speciﬁcation / HOpM;
357.7 mg to 372.3 mg (365.0 mg +
2.0%)./Or 357,7 mr no 372,3 mr
(365,0 Mr = 2,0 %)

He 6osee 3 MuH

(ibuprofen) after 30 min /

He wMenee 70 % (Q) Ci3His0:
(ndynpodgen) yepes 30 MUH

Not less than 70% (Q) of CsHoNO4y
(paracetamol) after 30 min /

He menee 70 % (Q) CsHoNO;
(napaueramon) uepes 30 MuH
Uniform suspension passing through
the 710 um sieve is formed f‘
O0pa3zyeTcs ONHOPOJHAS CYCHEH3HS,
MPOXOJIALAS Yepes CHTO C pa3mepoM‘

joreeperiii 710 Mkm

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr cooTBeTCTBYET TpeGoBanusam HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / O}k
[loarorosnexo: [P? i [posepeno:
Ankaj Verma 3 Ramakant

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBonutenn

. g LU=
Manoj Kumar I

Reprint Date:
Jata: 10.08.2022

Reprint Date:
Hara: 10.08.2022

Reprint Date:

JaTa:10.08.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxkaun IOuuop®, TabieTku agucneprupyemble [Ams aereii], 100 mr + 125 mr-

Batch No / Cepusn No : V2201616

Batch Quantity / O6bem naprun : 547.500kg

890001607370

Analytical Report No / AHanuTHYeckuii oTyeT No :

Date of Analysis / laTa anaauza: 10.08.2022

Date of Manufacture / ;lata npou3BoacTsa : Jul-2022

Date of Expiry / Cpok rogsocTtH : Jun-2027

Analysis performed according ND / AHa/113 npoBe/ieH 10 HJ: I1N011252/02-041021

Ne  [Test / ITokazarean Results / Pe3yabTaThl Specification / Hopma
i7 Related substances / rl,-aminophenol (paracetamol impurity)
| PoacTBeHHbIE IPUMeECH
4-amuHodeHon (npumech
Method 1/ Metopn 1 — i mapaueraMona) - not more than
Determination of 4-Amino QIR0 0.005% / ne 6onee 0,005 %
Phenol content / Onpeaeneure
CoJlepXKaHusl COAEPIKaHMs Any individual unidentified impurity
4-amuHOdeHONa of (ibuprofen or paracetamol)
EnuuvyHas HeuaeHTUQUUKMPOBaHHAS
Method 2 / Meton 2 — 0.05% npuMech ubynpodena Unu
Determination of Ibuprofen napaleTaMmona -
and Paracetamol unidentified not more than 0.2% / He 6onee 0,2%
impurities / Onpenenenue |
HenaeHTUQULIPOBaHHbIX i BR057% Total impurities (Method 1+Method 2)
npuMeceit uOynpodeHa u ' Cymma npumeceii (Meron 1 + Metog,
napaueTaMmoia i 2) - not more than 0.7% / ne 6onee 0.7
| %
|
8  Microbial limits /
MuxpooHosoryieckas Less than 100 CFU/g/ Not more than 1000 CFU/g/
qHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r
Less than 100 CFU/g/ ot more than 100 CFU/g/
' Menee 100 KOE/r He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
IMpumeuanue: [IponykT coorBeTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axaiouenue: OJOBPEHO

Prepared by / Checked by / clz\ Approved by: Manager/Executive /
[lonrorosneHo: &/ [IpoBepeHo: %‘A/ OnobpeHo: Menezxep / \
Ankaj Verma L , Ramakant PykoBoauTens d Lf("
. 'hm -
Manoj Kumar —
Reprint Date: Reprint Date: Reprint Date:
Jara: 10.08.2022 Jata: 10.08.2022 Hata:10.08.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun YOunop®, Tabaerxu qucneprupyemble [as gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201616

Batch Quantity / O6sem naptus : 547.500kg

890001607370

Analytical Report No / AnannTudeckuii order N :

Date of Analysis / laTa anamm3a: 10.08.2022

Date of Manufacture / Jlata nponsBogctsa : Jul-2022

Date of Expiry / Cpok rognocts : Jun-2027

Analysis performed according ND / Anasm3 nposegen no HJI: TI NO1 1252/02-041021

a) Total aerobic microbial
count / ObLuee uucno

Shall be absent in 1g / OTcyTCTBUE B 1|

122.9 mg/ 122.9 mMr

Acceptance value (AV) should be not
ITokazaTens

npuemiemoctH (AV) noniken ObiTh HE

Acceptance value (AV) should be not

ITokasarenb
npuemaeMocTi (AV) 10/keH ObiTh He

90.0 mg to 110.0 mg of C;3H ;<03

Ot 90,0 mr go 110,0 mr Ci3H 130

a3pOoOHBIX MUKPOOPraHU3MOB Absent
.
b) Total combined yeasts and
mould count / Obuee ynucno
ITPOMOKEBBIX U IIJIECHEBBIX
rpuboB
~_k)E.coli B
9 Uniformity of dosage units /
OIXHOPOAHOCTH AO3UPOBAHHUSA 2.2 more than 150 /
- Ibuprofen / nbynpoden oonee 15,0
more than 15.0 /
2.5
|- Paracetamol / mapaueTamon - oonee 15,0
10 |Assay / KonuuecTBeHHO®
lonpeaeneHHne (ibuprofen) per tablet /
100.4 mg /100.4 mr (ubynpoden) B Tabnerke

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

Ot 112,5 Mr go 137,5 mr CgHoNO;
(mapaueramoi) B TadneTke

Remarks : The Product conforms to ND/
Ipumeuanue: ITpogykr cooTBeTcTBYET TpeboBaHusaM H/I

Opinion : APPROVED
3axmouenne: OJIOBPEHO

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

IloaroToBNeHO: ﬁ/ IIposepeHo: M Onobpeno: Menemxep /

Ankaj Verma Ramakant ' PykoBoauTens \JM
Manoj Kumar &

Reprint Date: Reprint Date: Reprint Date:

Jara: 10.08.2022 Jara: 10.08.2022 Jata:10.08.2022

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
HUoyknun FOunop®, TabaeTkn nucneprupyemsele [aas gereii], 100 mr 4+ 125 mr

\Batch No / Cepust Ne : V2201616

Batch Quantity / O6bem naptuu : 547.500kg

890001607370

Analytical Report No / Ananutnuecknii oruer Ne :

Date of Analysis / laTta ananuza: 10.08.2022

Date of Manufacture / lata npoun3soactsa : Jul-2022

Date of Expiry / Cpok roanocrun : Jun-2027

Analysis performed according ND / Anasnu3s nposegen no HJI: TTN011252/02-041021

11 Package / YniakoBka

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

nd patient information leaflet in ablisters and patient information leaﬂet|
arton pack. / Ilo 10 Tabnerok Bin a carton pack. / To 10 Tabnerok Bl
Omicrep u3 TIBX/AL TTo 2 Gancrepadmuctep u3z [IBX/AL Tlo 1, 2 unu 20
BMECTE € HHCTPYKUHEH MoOIHCTEPOB BMECTE C HHCTPYKLMEH 1O
MPAMEHEHTTIO B TAYKY KAPTOHHYIO. Wl’I_pl-iMff‘_l_-lt_:_l!%‘f_IO B MAa4Ky KapTOHHYIO.

12 Labeling / MapkupoBka

)According to ND. / B coorsercrauu ¢ HI.

13 Stofage conditions /
XpaHeHne

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

B opurnHaneHoit ynakoeke (61ucTep B nauke) Npyu TEMIEpaType He BBIILE
25 °C.

14 Shelf life / Cpok ronnocrn
|

|

5 years / 5 ner

Remarks : The Product conforms to ND/
IIpumevanue: ITpogykT coorBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

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

[Toarorosneno: ) ITposepeHo: Onobpeno: Menemxep /

Ankaj Verma A/ Ramakant : PykoBoautenb W
Manoj Kumar
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