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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoyknun KOHnop®, TabneTku aucneprupyembie [ans aereii], 100 mr + 125 mr

Batch No / Cepusn Ne : V2201615

Batch Quantity / O6bem napTum : 547.500kg

890001607329

Analytical Report No / Ananutudeckuii oTuer Ne :

Date of Analysis / /laTta ananuza: 10.08.2022

Date of Manufacture / /lata npoussoactea : Jul-2022

Date of Expiry / Cpok rogaocts : Jun-2027

|Analysis performed according ND / Ananu3 nposener no HJI: I1 N011252/02-041021

Ne Test / ITokazatesn

Results / Pe3yasTaThl Specification / Hop;wa

1 Description / Onucanue

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on
lone side and characteristic odor. / one side and characteristic odor. /
iprFHBIe nnockouunuHapiuecknepyrisie  MIOCKOUMIHMHAPHUYECKUE
rabneTk  po3oBoro  usera  cralieTk¥  pO3OBOro  LBeTa €
BKparieHusMH, ¢ dhackoll ¥ pUCKOt HaBKpanaeHnaMy, ¢ hackoil 1 puckoi Ha
OIHOH CTOPOHE,OJIHOI] CTOPOHE,
C XapaKTEPHBIM 3aMaXOM. C XapaKTepHbIM 3aMaXO0M.

F9

Identification /
[MomiHHHOCTE

Complies as prescribed/ I'he retention times of the main peaks
COOTBETCTBYET 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
VZICPKHBAHISI OCHOBHBIX ITHKOB Hal
XpoMaTorpamme UCIIBITYEMOTO
[pacTBOpa MOJDKHBI COOTBETCTBOBAThH
[BpeMeHaM yIepXKUBaHUS THKOB Ha
XpomaTtorpamMmme pacTBopa
crangapTHeix obpasnos ubynpodena
i napaueramona (pa3znen
L<Kom-mecmenﬂoe ONpEJIENEHHER).

Remarks : The Product conforms to ND/
Ipumeyanmue: [Ipoaykt coorBeTcTBYET TpeboBaHUaM H]T

Opinion : APPROVED
3akmwuenne: OJJOBPEHO

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

IToarorosneHo: @/ IIpoBepeHo: Onobpeno: Menemxep /

Ankaj Verma Ramakant PykxoBoautens W
Manoj Kumar L

Reprint Date: Reprint Date: Reprint Date:

Jara: 10.08.2022 Hara: 10.08.2022 HaTa:10.08.2022

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann FOunop®, TadneTkn qucneprupyemble [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201615

Analytical Report No / Anaautudyeckuii otuer No :
890001607329

Batch Quantity / O6bem naptuu : 547.500kg
Date of Analysis / [lata ananmu3a: 10.08.2022

Date of Manufacture / Jlata npouzpoactsa : Jul-2022

Date of Expiry / Cpok rogaocts : Jun-2027

Analysis performed according ND / Ananu3 npoened nmo HJI: I1N011252/02-041021

Ci1aH 305

CsHoNO>

Ne Test / IlokazaTesn Results / Pe3yapTaTni ‘Speciﬁcation / Hopma
3 Average weight of tablets / 363.8 mg/ 363.8 Mr 357.7 mgto 372.3 mg (365.0 mg +
Cpennss Macca Ta0JIeTOK 2.0 %). / Ot 357,7 mr no 372,3 mr
Complies/cooTBeTCTBYET (365,0 mr = 2,0 %)
! —
4 Disintegration / | 00 min:34 Seconds/00 mun 34Sec  [Not more than 3 min /
_ Pacnagaemocth | He 6osee 3 MuH -
5 Dissolution / 98% to 102% Not less than 70% (Q) of Ci;HisOs
' PacTBOpeHune '( ibuprofen) after 30 min /
He wMeunee 70 % (Q)
(noynpoden) yepes 30 mMuH
98% to 100% Not less than 70% (Q) of CiHoNO;
(paracetamol) after 30 min /
He wmenee 70 % (Q)
- (napaueramoi) yepes 30 MUH
6 Dispersibility / Complies / CooTBETCTBYET Uniform suspension passing throughJ
{TucnepcHOCTD the 710 pum sieve is

formed /
Obpazyercs ogHOpoAHAA cycneHsius,
Mpoxo/siilas yepes cUTO ¢ pasMepom|
otBepcTHil 710 MKM |

Remarks : The Product conforms to ND/
IIpnmeuanne: [Iponykt cooTBeTcTBYET TpeboBanusam HJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hara: 10.08.2022

Prepared by / & Checked by / Approved by: Manager/Executive /
IToxgrorosneHo: [A// IIpoBepeHo: Opobpeno: MeHexkep /
Ankaj Verma Ramakant Pyxosoaurens L;Z—;{'
| : (Y=
Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Hata: 10.08.2022

JlaTa:10.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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|Pr0duct : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
[Moykann IOnnop®, TabaeTku ancneprupyemble [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201615

Batch Quantity / O6bem naprtuu : 547.500kg

890001607329

Analytical Report No / Anajgurnyeckuii oTuer Ne :

Date of Analysis / JaTa ananu3za: 10.08.2022

Date of Manufacture / Jlata npoussogcrsa : Jul-2022

Date of Expiry / Cpok roguocts : Jun-2027

| Analysis performed according ND / Ananuz nposened no HA: [1 N011252/02-041021

.N‘Q "Test/—l'IOKa3aTem>

Results / Pe3yabTaThl

7 Related substances /
PoacTeennbie npuMecs

Method 1 / Merton 1 —
Determination of 4-Amino

COZIEpIKaHIis CojlepKaHns
. A-amuHoderona
|

Method 2 / MeTon 2 —
Determination of Ibuprofen

impurities / Onpeaenexue
HEUJICHTH(DULIHPOBAHHBIX
npuMeceii n6ynpodena u

mapareramMosna

Phenol content / OnpeaeneHie

and Paracetamol unidentified

0.001%

BDL(Disregard limit 0.05%)

0.001%

ISpeciﬁcation / Hopma

4-arninophenol (paracetamol imburity)
/

4-amuHodenon (mpumecs
MmapaneramMona) - not more than
0.005% / e 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /|
[EnvHnunas HenaeHTHDUIHPOBAHRAS
MpUMech ubynpogeHa WITH
napaleTamoJia -

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

Total impurities (Method 1+Method 2)
/ Cymma npumeceii (Meton 1 + Meton
2) - not more than 0.7% / ne 6onee 0.7
%o

3 P\’[icrobial limits /
MuxpobHosioruueckas
YHCTOTA

L

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

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

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilponykr coorBeTcTByeT TpeGoBanusm HJT

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Hara: 10.08.2022

Hara: 10.08.2022

Prepared by / _ Checked by / Approved by: Manager/Executive /
IloxrorosneHo: ﬁ/ IIposepeHo: Onobpeno: Menemxep /
Ankaj Verma Ramakant PykoBoaurens _ ol g
A ;h UL
Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

Hata:10.08.2022
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{Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyknnn FOuuop®, TabaeTku aucneprupyembie [nas aereit], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201615

Batch Quantity / O6bem naprun : 547.500kg

890001607329

Analytical Report No / Anaautudyecknii oTuer Ne :

Date of Analysis / laTa anammsa: 10.08.2022

Date of Manufacture / lata npoussojacrsa : Jul-2022

Date of Expiry / Cpok rogaoctu : Jun-2027

Analysis performed according ND / Ananu3s nposegen no HJI: TT N011252/02-041021

) Total aerobic microbial
ount / Ob1uee 4ucio

ould count / O6ee uncno
POMOKEBBIX M MIIECHEBBIX
rpuboB

c) E. coli

'aapo6l-n>1x MHUKPOOPraHu3MoB

|b) Total combined yeasts and

Absent

Shall be absent in 1g / OtcyTcTBre B 1
r

0 iUniformity of dosage units

- Ibuprofen / nbynpoden

(OAHOPOAHOCTD AO3UPOBAHUS

- Paracetamol / napaueramosn

7|
2.7

2.6

IAcceptance value (AV) should be not
more than 150 / [Iloxasarens
npuemineMocTu (AV) nomxkeH ObITh He
Gonee 15,0 |
Acceptance value (AV) should be not
more than 150 / Ilokasatens
npuemiemMoctd (AV) IokeH GbiTh He
oonee 15,0

10 'Assay / KoJinuecTBeHHOE

lonpenenenue

100.2 mg /100.2 mr

123.0 mg/ 123.0 Mr

90.0 mg to 110.0 mg of Ci3H 30,
(ibuprofen) per tablet /

Ot 90,0 MTI" 1O 110,0 Mmr C[}H]gOz
(ubynpoden) B TabneTke

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

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

Remarks : The Product conforms to ND/
Ilpumeuanne: IIpoaykr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo: [IpoBepeHo: w OnobpeHo: Menemxep /-
Ankaj Verma Ramakant v PykoBoauTtens p‘"" LU
. oy
Manoj Kumar =
Reprint Date: Reprint Date: Reprint Date:
Jara: 10.08.2022 Hara: 10.08.2022 Hata:10.08.2022
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CERTIFICATE OF ANALYSIS
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Page 5of 5/Crp.5u3 5

[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknnd FOHHop®, TabneTkn pucneprupyemble [aus aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201615

Batch Quantity / O6bem naprun : 547.500kg

890001607329

Analytical Report No / AHanmuTH4YecKknii oTyeT Ne :

Date of Analysis / laTa anaymsa: 10.08.2022

Date of Manufacture / {laTa npouszBoacTsa : Jul-2022

Date of Expiry / Cpok rognoctu : Jun-2027

Analysis performed according ND / Ananu3 npogegen mo HJT: TT N011252/02-041021

—

11 Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters]10 tablets in PVC/Al blister. 1, 2 or 20
' and patient information leaflet in a{b}isters and patient information leaflet
carton pack. / [lo 10 7abnetox gin a carton pack. / [To 10 TaGnerok B
Omicrep n3 IIBX/AL [lo 2 dancrepadnucrep u3 [IBX/AL Tlo 1, 2 unu 20
BMECTe C HHCTPYKIHEIi MoSIHCTEPOB BMECTE C MHCTPYKIHEH No
- APUMEHEHMIO B NA4KY KAPTOHHYIO,  NPHMEHEHHIO B Magky KapTOHHYIO.
12 [Labeling / MapkupoBka IAccording to ND. / B cootBerctBuu ¢ HJI.
13 Storage conditions / [n the original packaging (blister in carton pack) at temperature below 25°C.
Xpanenue
B opurnHansHol ynakoBke (6nucTep B nauke) NpU TEMOEPATYPE HE BhILIE
25 °C.
14 Shelf life / Cpox ropnocTn |5 years /5 et

Remarks : The Product conforms to ND/
Ilpumeuanne: [IponykT coorBeTcTBYET Tpebosaumsam HJ

Opinion : APPROVED
3axmouenue: OJIOBPEHO

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

Ioarorosnexo: ) IIpoBepeHo: W Onobpeno: Menenxep /

Ankaj Verma é\// Ramakant Pykosoautes "\312‘ }U_C.
Manoj Kumar :
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