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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxsann YOunop®, Tabaerku Aucneprupyembie [mast pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202637

Batch Quantity / O6bem napthn : 547.500kg

Analytical Report No / AnanuTnueckuii oryer No :
890001636330

Date of Analysis / Jlara ananusa: 30.12.2022

Date of Manufacture / Jlata nponssojacrea : Dec-2022

Date of Expiry / Cpok roanocry : Nov -2027

|Analysis performed according ND / Ananns nposeaen no HJ: TTN011252/02-041021

e —

[lognuHHOCTL {CooTBETCTBYET

Ne  [Test / Iloka3zaTean Results / Pe3y/ibTaThl Specification / Hopma 1
1 Description / Onncanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
| with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / lone side and characteristic odor. /
Kpyrnsle  miockomimnnapuyeckieKpyribie  MIOCKOLMIMHAPHHECKHE
raGneTkit  pPO30BOro  LBETa abnerkn  po3oBoro  uBeta ¢
BKpanieHusmMi, ¢ Gackoli u pUCKOH HABKPATICHHAMH, C dackoii 1 puckoii Ha
DAHOI CTOPOHE,OIHOI CTOpOHE,
(I C XapaKTepHLIM 3aI1aXOM. C XapaxkTepHbIM 3aMaxoM. |
2 Identification / Complies as prescribed/

The retention times of the main pcaksJ
\(un the chromatogram of the tes
solution should correspond to the
rretention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
yIep/KUBAHNS OCHOBHBIX TIHKOB Ha
XpPOMATOTpamme HCBITYEMOrO
pAacTBOpa JIOMKHBI COOTBETCTBOBATH
BpEMEHAM YICPKIBaHUS TIHKOB HA
XpomaTtorpaMmme pacTBopa
cTanpapTHLIX 00pasios nbynpodena
n mapateramona (pasnen
L<Konnt1ec*rsetmoe onpenenenHie»). |

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykr coorsercTsyeT Tpedosatisam HJL

Opinion : APPROVED
Zaxmouenne: OJIOBPEHO

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

IToarotosneHo: d‘ [posepeHo: Pardeep Kumar Onobpeno: Menemxep /

Ramakant %ﬂﬂ ’ PyKOBOIHUTETD [X«:\\-—/ :
/ m/ ] Sf-': Amit kumar "

Reprint Date: Reprint Date: Reprint Date:

Jara: 30.12.2022 Tara: 30.12.2022 Tata:30.12.2022

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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOHnop®, TadieTku Iucneprapyemble [1as aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202637

Batch Quantity / O6bem naptuu : 547.500kg

890001636330

Elalyﬁcal Report No / AnandTH4ecKHH oTueT No :

Date of Analysis / Jata ananu3za: 30.12.2022

Date of Manufacture / laTa nponzsogcrea : Dec-2022

Date of Expiry / Cpoxk roaunoern : Nov -2027

Analysis performed according ND / Anais nposejen mo HJI: [T NO11252/02-041021

LNQ Test / IlokazaTean Results / Pe3ynbTaThl ’Speciﬁcation / Hopma
3 lAverage weight of tablets / 365.7 mg/ 365.7 Mr 357.7 mgto 372.3 mg (365.0 mg +
Cpenunsia macca TabJIeTOK 2.0 %). /Ot 357,7 mr no 372,3 mr
Complies/cOOTBETCTBYET (365,0 Mmr+ 2,0 %)
4 Disintegration / 00 min:25 Seconds/00 muH 25 Sec [Not more than 3 min /
. |[Pacmapgaemocth He 6onee 3 MuH
5 Dissolution / 99% to 102 % Not less than 70% (Q) of C;:H 30
PacTBopenne (ibuprofen) alter 30 min /
He wmenee 70 % (Q) CuHiO)
| (udynpodgen) uepes 30 mitH
99% to 101% Not less than 70% (Q) of CsHsNO:

(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO4
| (mapaueTamon) yepes 30 MiH -
6 Dispersibility / Complies / CooTBETCTBYET Uniform suspension passing through

JIucrepecHoOCTh the 710 um sieve is formed

O6pasyeTcst OJHOPOJAHAA CYCTEH3HA,

MpoXoAsiilas 4Epes CUTO C pasMepom

}OTBCPCTIII"I 710 MKM

Remarks : The Product conforms to ND/
IIpumevanue: ITpoaykT coorsetcTByeT Tpebosatmam HJT

Opinion : APPROVED
3akmouenue: ONOBPEHO

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

[ToarorosieHo: , [IpoeepeHo: Pardeep Kumar Onobpeno: Menemiep /

Ramakant %M Pykosoauresns o, T
OVE/,’ Amit kumar B /

Reprint Date: Reprint Date: Reprint Date: i

Hara: 30.12.2022 JaTa: 30.12.2022 Hara:30.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6yxans I0nnop®, TabneTKu gucneprupyemsle [aus aereii], 100 mr + 125 mr

Batch No / Cepnua Ne : V2202637

Batch Quantity / O6bem napruu : 547.500kg

890001636330

Analytical Report No / AHaaMTHYeCKHI 0TYeT Ne :

Date of Analysis / {ata anaamu3a: 30.12.2022

Date of Manufacture / JaTa npon3pojctsa : Dec-2022

Date of Expiry / Cpok roanocru : Nov -2027

Analysis performed according ND / Anaau3 nposesien mo HJI: [TN011252/02-041021

Ne Test / Hoxa3aTeab

T

Results / PesyabTaTsl

Specification / Hopma

7 Related substances /
PoncTBEeHHBIE IPHMECH

Method 1 / Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenne
COIeKaHUs COnepKaHUs
|4-aMHHo¢)eH0na

Method 2 / Metog 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpeznenenve
HenIeHTHULIUPOBAHHbIX
npuMeceii ubynpodeHa u
mapareTramMmosna

0.0001%

0.07%

0.07%

4-aminophenol (paracetamol impurity)
/

H-amiHoderon (ripumech
apaieramona) - not more than
0.005% / ue 6onee 0,005 %

/Any individual unidentified impurity
of (ibuprofen or paracetamol)
Enunuunas HeWAeHTU(HUHPOBAHHAS
MpHMECh ubynpodena 1IN
nmapaueramona -

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

Total impurities (Method 1+Method 2)
/ Cymma npumeceit (Meron 1 +Merog
2) - not more than 0.7% / He 6onee 0.7

O'i:l

Microbial limits /
MukpoSuosora4ecKas
qHCTOTA

i

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

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

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

Remarks : The Product conforms to ND/
Ipumeuanne: Ipoaykr cooTreTcTByeT Tpebosanusm HJT

Opinion : APPROVED
3akaruenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MogroTosneno: ,f ) f‘ ITposepeHo: Pardeep Kumar Opobpeno: MeHemxep /
Ramakant & tgr;(, ) PykoBoanTens o

o / Cj- - Amit kumar —
Reprint Date: Reprint Date: Reprint Date:
Jara: 30.12.2022 Jara: 30.12.2022 Hara:30.12.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
A6yxsnn FOnnop®, Tabaerkn gucneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202637

Batch Quantity / O6bem naptu : 547.500kg

[890001636330

Analytical Report No / AHanuTH4eckuii orger Ne :

Date of Analysis / lata ananu3za: 30.12.2022

|Date of Manufacture / Jlata npoussoactsa : Dec-2022

Date of Expiry / Cpok rognocru : Nov -2027

|Analysis performed according ND / Ananns nposesen no HJI: I1 NO1 1252/02-041021

5) Total aerobic microbial
count / O0l1ee YuCIo
a3pOOHBIX MHKPOOPTraHU3MOB

b) Total combined yeasts and

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

Shall be absent in 1g / OtcyTcTBue B 1
r

mould count / Ob1ee yucio Absent
OPOKIKEBBIX U TJIECHEBBIX
rpucon
) E. coli )
9 Uniformity of dosage units / Acceptance value (AV) should be not
OIHOPOAHOCTH JO3HPOBAHHSA 1.7 more than 15.0 / TIlokasareis
npuemaemoctu (AV) foykeH ObITh He
- Tbuprofen / nbynpoden ' ©vonee 15,0 ,
Acceptance value (AV) should be not
more than 15.0 / IlokasaTens
1.8 npuemnemMocti (AV) nomxeH ObITh HE
~+ Paracetamol / napaueramon oonee 15,0
10 Assay / KonyecTBeHHoOe i 90.0 mg to 110.0 mg of C13H130;
onpeaeneHne - (ibuprofen) per tablet /
100.2 mg /100.2 mr OT1 90,0 Mr 0 110,0 mr Ci3Hi30:

I

124.6 mg / 124.6 Mr

(ubynpoden) B TabneTke
112.5 mg to 137.5 mg of CsHoNO>
(paracetamol) per tablet /

Ot 112,5 mr go 137,5 mr CgHoNO»
(napaueramo)t) B TabneTke i

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET Tpedosaruam HIL

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

ITonroToBneHO: 4 7 ﬂ‘ TIposepeno: Pardeep Kumar Onobpeno: Menemxkep /

Ramakant M@’L : PyxoBonutenb = e —
/ ol — Amit kumar kaailil

Reprint Date: Reprint Date: Reprint Date:
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxann FOnuop®, TaGaerkn ancneprupyemele [nas aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2202637

Batch Quantity / O6bem naprun : 547.500kg

890001636330

Analytical Report No / AHaauTH4ecKHii oT4eT Ne :

Date of Analysis / Jlata ananu3za: 30.12.2022

Date of Manufacture / Jlata npounssoactea : Dec-2022 |Date of Expiry / Cpok rogmocty : Nov -2027

Analysis performed according ND / Anamus nposenen no HJI: TT NO1 1252/02-041021

11 |Package / YnakoBka

10 tablets in PVC/AL blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 TaGnerok Bin a carton pack. / Ilo 10 rabnerok 8
Grncrep n3 TIBX/AL Tlo 2 dmucrepadmictep n3 [IBX/AL Ilo 1, 2 wmm 20,
BMECTE ¢ WHCTpyKUHMeH noGAHCTEPOB BMECTE C HHCTPYKIHEH MO
NpHMEHEHUIO B MUKy KAPTOHHYIO.  [MPUMEHEHUIO B MaUKy KapTOHHYIO.

12 L.abeling / MapkupoBKa

According to ND. / B coorserctuu ¢ HJI.

13 Storage conditions /
Xpanenue

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

B opMrdHaNbHON yrnakoBke (6JMCTEp B NaYKe) Npy TEMIIEPaType HE BBILIE
25 °C.

!_14 Shelf life / Cpok rognocTu

5 years / 5 net

Remarks : The Product conforms to ND/
TIpumeyanue: [TpoaykT cooTBeTcTBYET TpebosanusM HI

Opinion : APPRUVED
Zaxmouenune: OJIOGPEHO

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

IlogroToBneHo: [TposepeHo: Pardeep Kumar Onobpeno: Mesenxep /

Ramakant W PykoBoauTenb A» S
or// Amit kumar >
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