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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIV3A

Page 1 of 5/Ctp.1u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6ykaun FOuuop®, Tabaerku gucneprupyembie [anas aereii], 100 mr + 125 mr

Batch No / Cepusi No : V2201333

Batch Quantity / O6bem naprun : 547.500kg

Analytical Report No / AHannTHYeckuii oryer Ne :
890001602665

Date of Analysis / JlaTta ananu3a: 21.07.2022

Date of Manufacture / Jlata npon3so/jcrsa : Jun-2022

Date of Expiry / Cpox rognoctn : May-2027

Analysis performed according ND / Anasus nposejien no HJL: ITNO11252/02-041021

Ne  [Test / IToxazaTesnb Results / Pe3yabTaThbl Specll'lcalmn / Hopma
1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tabILH
with impregnations and a score-line Qn&qth impregnations and a score-line on
one side and characteristic odor. / ne side and characteristic odor. /
Kpyrnbie nnocxou{mLtﬂ,fzpntlecxne{[r{pyrnme IUIOCKOLUITMHAPUIECKIIE
rabieTki  po3oBoro  lipeta  cralieTKH  pO30BOrO  lBEeTa  C
[BrpaneHsMu, ¢ packoil 1 pucKoii HL\‘BKpﬁI’IJ‘IcHI/lﬂMI/I, ¢ (hackoii v puckoit Ha
onHOii CTOpOHE, OHOI CTOpOHE,
| - C XapaxkTepHbIM 3araxoM. c XdpaKTEPHBIM 3a11aXOM.
2 [dentification / Complies as prescribed/ The retention times of the main peaks
MopamHHOCTH CooTBeTCTBYET on the chromatogram of the (est
| solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VAEPKMBAHNS OCHOBHBIX TIHKOB tal
XpomaTorpamMme HCTIBITYeMOro
pacTBOpa JMOJKHBI COOTBETCTBOBATH
BpEMEHAM Y[epAKHBaHNSA [1HKOB HA
XpoMaTorpamme pacTeopa
' cTanaapTHeIX o0pasuos ndynpodena
' H napatietamola (paspen
| - «KonnuecTBeHHOE OMNpe/ieNieHuey).
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusam HJ

Zaxmouenue: OJJIOBPEHO

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

[TogrotoBneno: - ITpoBepeHo: Opnobpeno: Menemxep / [

Ankit (/2/ Pardeep Kumar <>T;—, PykoBogurenb g ——
- Pavan Kumar Sharma ~

Reprint Date: Reprint Date: Reprint Date:

Hata: 21.07.2022 Jara: 21.07.2022 Hata:21.07.2022

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

Batch No / Cepust Ne : V2201333

[ A6ykann YOHr0p®, TabaeTKH qucneprupyemble [aus geveii], 100 mr + 125 mr
Batch Quantity / O6bem napTHm : 547.500kg

890001602665

Analytical Report No / AHanuTuveckuii oruer Ne :

Date of Analysis / HaTa ananunsa: 21.07.2022

Date of Manufacture / laTa nponssogcrTra : Jun-2022

Date of Expiry / Cpok roasoctu : May-2027

Analysis performed according ND / Auasus nposenen mo HJI: 1 NO11252/02-041021

Ne Test / IlokasaTean

3 '|A_ve_rage weight of tablets /
Cpeausis Macca Ta0JIeTOK

Results / PesyabTaThl
365.8 mg/ 365.8 mr

Complies/coOTBETCTBYET

iSpeciﬁcation / Hopma |
357.7 mg to 372.3 mg (365.0 mg +

2.0 %). /Ot 357,7 mr po 372,3 mr
(365,0 mr £ 2,0 %)

4 “Disintegration /

00 min:34 Seconds/00 muH 34Sec

Not more than 3 min /
He 6onee 3 mun

98% to 101%

100% to 101%

Not less than 70% (Q) of Ci3sHizO5
(ibuprofen) after 30 min /

He wmenee 70 % (Q) CisHizOy
ubynpoden) uepes 30 mun

Not less than 70% (Q) of CsHoNO:
(paracetamol) after 30 min / |
He wmenee 70 % (Q) CsHoNO:
(mapateramon) Yyepes 30 MUK

~_[Pacnamaemocthb

3] Dissolution /
PacTBOpeHHe

6  [Dispersibility /
JlucnepcHOCTh

Complies / COOTBETCTBYET

Uniform suspension passing through

imhe 710 ym sieve is formed

LJGpasycTcsl ONIHOPOZHAst CYCHEH3MH,

[MPOXOAALLAS YEPE3 CHUTO C PasMEPOM
Teepetii 710 MkM

Remarks : The Product conforms to ND/
Ipameuanne: [TponykT cooTBeTcTBYeT TpeboBanusaM H

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotosneHo: _ ITposepeHo: ¢ Opobpeno: Menemxep / 1
Ankit ( TA g Pardeep Kumar C)ﬁ’—— Pyxoeogutens Sho———
— = F_I._—_______._._———- +
= Pavan Kumar Sharma -
Reprint Date: Reprint Date: Reprint Date:
Jlarta: 21.07.2022 Hata: 21.07.2022 Jara:21.07.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxnna FOunop®, TabaeTku gucneprupyemsole [11s nerei], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201333

Batch Quantity / O6bem maprun : 547.500kg

890001602665

Analytical Report No / AnanuTudeckuit otuer Ne : Date of Analysis / [laTa ananu3a: 21.07.2022

Date of Manufacture / JaTa npon3soacTsa : Jun-2022 |Date of Expiry / Cpok rogaoctu : May-2027

Analysis performed according ND / Anaau3s npoeegen mo HJ: T1NO11252/02-041021

No Test / IlokasaTesn Results / Pe3yabTaThl ]Speciﬁcation / Hopma
7 Related substances / “4-aminophenol (paracetamol impurity)
PoacTBeHHBIE NPHMECH
4-aMuHOGDEHON (npumech
Method 1/ Metop 1 — ) mapaiieramona) - not more than
Determination of 4-Amino UPe05% 0.005% / e Gosee 0,005 %
Phenol content / Ompenenenue
COIePIKAHUS COAEPIKAHUS Any individual unidentified impurity
-aMyuHo(deHoNna of (ibuprofen: or paracetamol)
Enunv4bdas HeuaeHTHGULMpPOBaHHAS
Method 2 / MeTon 2 — 0.06% npuMech nbynpocdena WIH
Determination of Ibuprofen rapareramona - i
! and Paracetamol unidentified not more than 0.2% / He 6onee 0,2%
impurities / OnpenencHue
HeraeHTU(PULINPOBAHHBIX 0.06% Total impurities (Method 1+Method 2)
npumeceil nOynpodena u Cymma npumeceii (Meton 1 +Metoz
napaneraMmona 2) - not more than 0.7% / ne 6osee 0.7
%o
8 Microbial limits /
MHuKpPOOHOJIOrHYecKas Less than 100 CFU/g/ Not more than 1000 CFU/g/
HHCTOTA Menee 100 KOE/r He Gonee 1000 KOE/r
Less than 100 CFU/g / Not more than 100 CFU/g /
Menee 100 KOE/r He 6onee 100 KOE/T
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanne: [IpoaykT cooTBeTcTBYeT TpeboBanHsm HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: IIposepeHo: / Onobpeno: Menemkep /4
Ankit @ Pardeep Kumar -—_‘ﬁ'L — Pykoronutens =
Pavan Kumar Sharma
Reprint Date: Reprint Date: Reprint Date:
Hata: 21.07.2022 Hara: 21.07.2022 HaTa:21.07.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg }
H6yxaun IOnnop®, TabaeTku xucneprupyemmle [as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201333

Batch Quantity / O6bem napruu : 547.500kg

890001602665

Analytical Report No / AHanmuTHYecKuil oT4eT Ne :

Date of Analysis / /IaTta ananuza: 21.07.2022

Date of Manufacture / [laTa npon3sogcTsa : Jun-2022

Date of Expiry / Cpok roagsocrn : May-2027

Analysis performed according ND / Ananus nposeaen no H/I: TINOI 1252/02-041021

a) Total aerobic microbial
count / Ob1L1ee YUuCIIo

A3pOOHBIX MUKPOOPTaHU3MOB Absent Shall be absent in 1g/ OtcyrcTBre B 1
r
b) Total combined yeasts and
mould count / Obuiee yucio
IMPOXOKEBBIX U TNIECHEBBIX
rpruboB
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OIHOPOXHOCTH JO3HPOBAHUSA 1.8 more than 15.0 / [lokasatens
mpuememocTi (AV) 1o/keH ObITh HE
- Tbuprofen / ubynpoden Donee 15,0
i {Acceptance value (AV) should be not
more than 15.0 / Iloxazarens
1.7 npremaemocti (AV) fomkeH ObITh He

- Paracetamol / maparetamonn
10 Assay / KornyecTBeHHOE
L:)rlpeae.neﬂne

0ogee 15,0

101.3 mg /101.3 mr

125.7 mg/ 125.7 Mr

90.0 mg to 110.0 mg of C3H 302
(ibuprofen) per tablet /

}OT 90,0 mr go 110,0 mr C;3H 130,
(11GynpodeHn) B TabneTke

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

Ot 112,53 Mr mo 137.5 mr CsHsNO»
(napaueramodt) B TabseTke

Remarks : The Product conforms to ND/
Tlpumeuanue: IIpoaykT coorBeTcTBYyeT Tpebosanuam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

[Noarorosnexo: . IIpoBepeHno: Onobpeno: Menenxep / |

Ankit & Pardeep Kumar Qﬁ{, Pykosoputens :*‘;_’__ﬂ_,#_-——
Pavan Kumar Sharma

Reprint Date: Reprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxaun FOnuop®, Tabaerxu aucneprupyemble [aas pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201333

Batch Quantity / O6bem napTuu : 547.500kg

890001602665

Analytical Report No / AHanuTu4eckuii oTdeTr Ne ¢

Date of Analysis / [lata anammsa: 21.07.2022

Date of Manufacture / /laTa npou3sBoacTBa : Jun-2022

Date of Expiry / Cpox rognocty : May-2027

Analysis performed according ND / Ananu3s nposegen no HJI: 11 N011252/02-041021

11 |Package_/ YnakoBka

and patient information leaflet in
carton pack. / Tlo 10 Tabnerox

BMeCTe c MHCTPYKLIHE
MPHMEHEHHIO B MAYKY KAPTOHHYIO.

10 tablets in PVC/AL blister. 2 blister

= I - |~ . g

onucrep us [IBX/AL Tlo 2 Gmucrepabnuerep n3 [IBX/AL Ilo 1, 2 nmn 20

noGAHCTEPOB BMECTE C HHCTPYKIHEH Mo
NPUMEHEHHIO B NIAYKY KapTOHHYIO.

<10 tablets in PVC/AI blister. 1, 2 or 20)
listers and patient information leaflet

in a carton pack. / TTo 10 Tabnetox B

12 Labeling / Mapkuposka

\According to ND. / B coorBerctsuu ¢ HJI.

13 Storage conditions /
XpaHeHHUe

25°C.

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

B opurunanbHoi ynakoske (6nucTep B Madke) U TEMIEPAType HE BbILUE

14 Shelf life / Cpok rogHocTu

5 years / 5 net

Remarks : The Product conforms to ND/
IMpumeuanue: ITpoxykT coorBeTcTBYeT Tpebosanusam HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

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

[ToaroroBsieHo: IIpoBepeHo: 4 Onobpeno: Menenxep / |

Ankit = Pardeep Kumar <= — PykoBonuTelns :;/*:”_;,‘
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