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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 1 of 5/ CTp. 1 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann JOuuop®, TabNeTku Aucneprupyemble [aas gerei], 100 mr + 125 mr

Batch No / Cepust Ne : V2201334

Batch Quantity / O6bem napruu : 547.500kg

890001601793

Analytical Report No / AHanuTu4yeckHnif oryer Ne : Date of Analysis / Iara ananuza: 15.07.2022

'Date of Manufacture / [lata npoussoactsa : Jun-2022 |Date of Expiry / Cpok rogsocTy : May-2027

|Analysis performed according ND / Auasn3 nposenen mo HJI: T1N011252/02-041021

Ne  Test/ IlokazaTen ’Results / Pe3ynbTaThl Specification / Hopma o
1 Description / Onucanne Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onjwith impregnations and a score-line on
lone side and characteristic odor. / one side and characteristic odor. /
Kpyrasle  miockouuannapuHeckieKpyribie  MUIOCKOLMJIMHAPHYECKHE
TabNeTkn  pO30BOTO  ILIBETa j'ra()ne'rlﬂ-l pozoBoro  lUBera ¢
BKpAIUIEHUsIMH, ¢ Hackoil U pUCKOH HABKpAnIeHusIMH, ¢ (packod U PUCKOH Ha
';oleoﬁ CTOpOHE,0/1HOM CTOpOHE,
- C XapaKTepHbIM 3aMaxX0OM. C XapaKTepHBIM 3aIlaXoM.
2 [[dentification / Complies as prescribed/ The retention times of the main peaks|
oA IMHAOCTL CooTBETCTBYET on the chromatogram of the test
solution should correspond to the
retention (imes of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / BpeMEHa!
VAEp)KHBaHIA OCHOBHBIX MHKOB Ha
XpoMmaTtorpaMmme HCTIBLITYEMOTO
pacTBOpa JIOJUKHLI COOTBETCTBOBATH
BpEMEHAM YASPKUBAHUS MHKOB H
XpoMaTtorpaMmme pacmopzj
|CT&H,D,&[)THI:IX 0bpasuos HoynpodeHa
i mapaneramoJia (paznen
- Ld{o_mmecmcnﬂoe ompefeneHuey). |
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: I[Tponykt cooTBeTcTBYET TpeboBarusam H/I 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosnaeHo: [IpoBepeHo: P Onobpeno: Menemxep /
Ramakant W Pardeep Kumar L___ PykoBogutens ¥ -
' Amit Kumar |
Reprint Date: Reprint Date: Reprint Date:
Hata: 15.07.2022 Hara: 15.07.2022 Hara:15.07.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6ykaus IOunop®, TabaeTku aucneprupyemsie [1is aereii], 100 mr + 125 mr

[{Batch No / Cepust Ne : V2201334

Batch Quantity / O6nem naptuu : 547.500kg

890001601793

Analytical Report No / AHaguTn4deckuii oTyer No :

Date of Analysis / laTa ananu3a: 15.07.2022

Date of Manufacture / Jlata npou3zBoacTsa : Jun-2022

Date of Expiry / Cpok rogsocru : May-2027

Analysis performed according ND / Anaan3 npoesen mo HJI: T1N011252/02-041021

?Test / IToka3zaTeiab

Results / Pe3y.m>TaTbl

Specification / Hopma

3 |Average weight of tablets /
Cpeausisi Macca Ta0JIeTOK

362.7 mg/ 362.7 mMr

Complies/cooTBeTCTBYET

00 min:31 Seconds/00 muH 31Sec

Not more than 3 min /

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 %)

He 6osiee 3 muH

4 Disintegration /
Pacnagaemocrn

5 Dissolution /
IPacTBopenne

97% to 101%

97% to 102%

Not less than 70% (Q) of Ci:H 104
(ibuprofen) after 30 min /
He wmenee 70 % (Q) CisHisO
(nbynpodpen) uepes 30 mi
Not less than 70% (Q) of CsHoNO>
(paracetamol) after 30 min /
He wmemee 70 % (Q) CsHoNO,
(mapaueramon) vepes 30 MuH

6 Dispersibility /
TucnepcHOCTh

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 um sieve is formed
ObpasyeTcsi OfHOPOAHAS CYCHEH3HS,
MPOXOAAIIAL Yepe3 CHTO C pazMepoM
orsepcThii 710 MkM |

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTCcTBYeT TpedoBaHmaM HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

[ToAroToBNEHO: \p\ IIpoeepeHo: OnobpeHo: Menemkep /

Ramakant @u‘ﬁ/ Pardeep Kumar « L = PykoBoauTeb f&_,:\ N—
/ Amit Kumar / ="

Reprint Date: Reprint Date: Reprint Date:

Hara: 15.07.2022 Hata: 15.07.2022 Harta:15.07.2022

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
H6ykans FOnnop®, TabdaeTkn aucneprupyemble [aas gereii], 100 mr + 128 mr

Batch No / Cepusi Ne : V2201334

Batch Quantity / O6bem mapruu : 547.500kg

890001601793

Analytical Report No / Anaautndeckuii oryer Ne :

Date of Analysis / [laTa ananusa: 15.07.2022

Date of Manufacture / laTta npousBoacTsa : Jun-2022

Date of Expiry / Cpok rogsoctH : May-2027

Analysis performed according ND / Auasiu3 nposeped mo HJI: IT N011252/02-041021

Ne Test / IlokazaTenb

Results / PesyabTaTthi

7 Related substances /
PoacTBeHHBIE IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpeznenenue
cofiepaKaHUs COAEPIKAHHUS
4-amuHodeHoNa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenve
HEWIEHTH(QHLUINPOBAHHBIX
npuMecel HOynpodeHa u
napaneramorna

0.00004%

BDL (Disregard Limit 0.05%)

0.00004%

Specification / Hopma 1

4-aminophenol (parf;cetarﬁ impurity)I

/

4-amMmuHOMEHON (npumech
napaieramMona) - not more than
0.005% / He Bonee 0,005 %

Any individual unidentified impurity]
of (ibuprofen or paracetamol)
EavnuuHas HewJeHTHQUUMpPOBaHHAS
[pUMECh ubynpodena Uy
napaneTamona -

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

Total impurities (Method 1+Method 2)
/ Cymma npumeceii (Meron 1 + Mertog
2) - not more than 0.7% / He Gonee 0.7‘
%

8 Microbial limits /
Mukpobuonoruieckas
HHCTOTA

Less than 100 CFU/g/
Memnee 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/
ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuam H/I

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotoBneHo: IIpoBepeHno: OnoGpeno: MeHemxkep /
Ramakant Pardeep Kumar <>f/—ﬁ Pykosogutens NN

B Amit Kumar -
Reprint Date: Reprint Date: Reprint Date:
Hara: 15.07.2022 Hara: 15.07.2022 Hara:15.07.2022

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
Hoyknun FOunop®, TabaeTky aucnepriupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201334

Batch Quantity / O6bem naprun : 547.500kg

890001601793

Analytical Report No / ABanuTHYecKHii oTyeT Ne :

Date of Analysis / lata ananusa: 15.07.2022

Date of Manufacture / Jlara nponssoacrsa : Jun-2022

Date of Expiry / Cpok rognoctu : May-2027

| Analysis performed according ND / Anaans nposenen no HJI: [1N011252/02-041021

) Total aerobic microbial
ount / Ob1uee 4ucio

l'lmca;uaTenbI

3pOOHBIX MUKPOOPTaHU3MOB Absent Shall be absent in 1g / OtcytcTeue B 1
L,
b) Total combined yeasts and
mould count / O61wee uucno
MPOXIKEBBIX M NJIECHEBBIX
rpuboB
c) E. coli | ]
9 Uniformity of dosage units / | Acceptance value (AV) should be not
OQHOPOAHOCTD A03HPOBAHHSI| 1.8 more than 15.0 / Ilokasareins
mpuemieMocTy (AV) fomkeH ObITh He
- Ibuprofen / ubynpoden Oosee 15,0
Acceptance value (AV) should be noﬂ
more than 150 /
1.9

- Paracetamol / napaneramMon

10 |Assay / KojinyecTBeHHOE

onpenesenue

preMneMocTy (AV) fomxeH ObITh He
0onee 15,0

100.3 mg /100.3 mMr

124.1 mg/ 124.1 mr

90.0 mg to 110.0 mg of Ci;3H 302
(ibuprofen) per tablet /

Or 90,0 mr mo 110,0 mr Ci3H130,
(nBynpoden) B Tabnetke

112.5 mg to 137.5 mg of CsHyNO-
(paracetamol) per tablet /

Ot 112,5 Mr 1o 137,5 mr CsHoNO>
(napareramol) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: IIponyKT cooTBeTcTBYET Tpebosanuam HJI

Opinion : APPROVED
Saxaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: \P)\ [IpoepeHo: Opnobpeno: Menengep /
Ramakant @)&B/ Pardeep Kumar _— Z PykoBopurens ek
' Amit Kumar -
Reprint Date: Reprint Date: Reprint Date:
Hara: 15.07.2022 Hara: 15.07.2022 JlaTta:15.07.2022
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

Page 5of 5/ CTp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moykaun FOanop®, Tabaerku aucneprupyembie (s aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201334

Batch Quantity / O6bem naptuu : 547.500kg

890001601793

'Analytical Report No / AnanuTuvecknii order Ne :

Date of Analysis / lata ananuza: 15.07.2022

Date of Manufacture / [Iata npoun3sogcrsa : Jun-2022

Date of Expiry / Cpok rognoct : May-2027

Analysis performed according ND / Ananus nposenen mo H/L: 1 N011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/Al blister. 2 blislcrsLlJO tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Tlo 10 TaGmerox 8in a carton pack. / I[lo 10 Tabnetok B
Gmuctep us TIBX/AL Ilo 2 6nucrepadnuctep usz IIBX/AL Ilo 1, 2 umn 20,
BMECTE c HHCTPYKLMER NIODJMCTEPOB BMECTE C HHCTPYKLIMEH 110
NPUMEHEHHIO B MAYKY KAPTOHHYH.  [IPHMEHEHIIO B MaYKy KapTOHHYIO.

12 Labeling / MapkupoBka

IAccording to ND. / B cootercrauu ¢ HJL.

13 Storage conditions /
XpaHeHue

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

B opMruHanpHo# ynakoBke (61MCTEp B Mayke) NpU TEMINEPATyPEe HE BhILIE
25 °C.

14 Shelf life / Cpox romHocTa

5 years / 5 ner

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cootBeTcTBYET TpedoBanuam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: \Q\ IlpoBepeHo: (r' Onobpeno: Menemxep /
Ramakant &\}‘&/ Pardeep Kumar = PyxoBoauTeb [XVV\_,\

Amit Kumar -
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