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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxmun FOHuop®, TadeTkn aucneprupyemsble [11s aereii], 100 mr + 125 mr

Batch No / Cepns Ne : V2200501

Batch Quantity

/ O6bem naptuu : 547.500kg

890001580773

Analytical Report No / AHannTu4deckuii oryer No :

Date of Analysi

s / laTa ananm3a: 26.03.2022

Date of Manufacture / lata nmpou3zBoacrsa : Mar-2022

Date of Expiry / Cpok rogaoctu : Feb-2027

Analysis performed according ND / Anaqn3 nposesen o HJI: I1 N011252/02-041021

Ne Test / Iloka3arejb

‘1 Description / Onucanue
|
|

Results / Pe3y1bTaThl

Specification / Hopma |

with impregnations and a score-line on
one side and characteristic odor. /
Kpyrnele — MAOCKOLNIHHAPHYECKHE
TabneTku ~ pO30BOro  LBETa  C
BKpareHHsMY, ¢ Gackoil u puckoi Ha
OJHOH CTOpOHE,
C XapaKTepHBIM 3aIaxoM.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets‘

with impregnations and a score-line on
one side and characteristic odor. /
Kpyrnple  MIOCKOLMIMHAPUYECKHE
TadneTKn pPO30BOro BeTa c
BKpariennamMn, ¢ hackol U pUckod Ha
OIHOIT CTOpPOHE,
C XapaKTEPHBIM 3a1aXOM.

Identification /
| [loaITHHHOCTE

Complies as prescribed/
CoOTBETCTBYET

The retention times of the main peaks
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
VIEpXKHUBaHHS OCHOBHBIX MHKOB HAa
XpoMaTorpaMmme UCHBITYEMOTO
pacTBopa MOJDKHBI COOTBETCTBOBATH
BpEMEHAM YJAepKHBaHUS [HKOB Ha
XpoMaTtorpamme pacTBOpa
CTaHIapTHeIX 00pasuoB ubympodeHa
i napaleTaMmona

(paznen
«KoniuecTBEHHOE ONPEAEICHUEN). J

Remarks : The Product conforms to ND/
IIpumeuanme: [Ipoaykt cooTBercTByeT Tpeboannsam HJL

Opinion : APPROVED
3akawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: W IIpogepeno: F OnoGpeno: MeHemxkep )
Ramakant 4 i Pardeep Kumar f’l—ﬂ"’ PykoeoanTens T

g Kusum Lata
Reprint Date: Reprint Date: Reprint Date:
Hara: 26.03.2022 Hara: 26.03.2022 Jara: 26.03.2022

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
Hoykaun FOunop®, TadieTku AHcneprupyemble [1s gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200501

Batch Quantity / O6bem napruu : 547.500kg

890001580773

Analytical Report No / AHaquTu4deckuii order Ne :

Date of Analysis / laTta anaau3a: 26.03.2022

Date of Manufacture / Jlata npouzBoactia : Mar-2022

Date of Expiry / Cpok rogaoctu : Feb-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: I1 N011252/02-041021

3 |Average weight of tablets /
Cpennsist Mmacca TabieTox

362.8mg/ 362.8Mr

Complies/cooTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg+ |
2.0 %). /Ot 357,7 mr o 372,3 mMr
(365,0 Mr £+ 2,0 %)

4 Disintegration /
Pacnagaemoctn

00 min:35 Seconds/00 muH 35Sec

Not more than 3 min /
He 6onee 3 MuH

Test / Iloka3aTean

Results / PesyabTaTsl

Specification / Hopma

5 Dissolution /
PacTBOpenne

97% to 101%

96% to 99%

Not less than 70% (Q) of CzH30:
(ibuprofen) after 30 min /
He w™enee 70 % (Q)
(ubynpoden) yepes 30 mun
Not less than 70% (Q) of CsHoNO:
(paracetamol) after 30 min /

He menee 70 % {Q} CsHuNOz
(mapaueramon) yepes 30 MuH

CisHi502

6  Dispersibility /
JlucnepcHocTh

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 pm sieve is formed /
O6Gpa3syercst OHOPOAHASA CYCMNEH3MI,
IpoxoasIas Yepes CUTO ¢ pasMepoM
oTBepcTitii 710 MKkM

Remarks : The Product conforms to ND/
Ipumeyanne: IIponyxT coOoTBETCTBYET TpeboBaHHAM HJI

Opinion : APPROVED
3akarouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: W [IpoepeHo: Onobpeno: Menemxep,/
Ramakant Pardeep Kumar : g PykoBomurtens ¢ 2~
= Kusum Lata
Reprint Date: P.eprint Date: Reprint Date:
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykans IOunop®, TadseTkn qucneprupyemsbie [nia aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200501

Batch Quantity / O6sem naprun : 547.500kg

890001580773

Analytical Report No / AnasuTH4Yecknii oTuer No :

Date of Analysis / /laTa ananmza: 26.03.2022

Date of Manufacture / JlaTta npon3BoacTBa : Mar-2022

Date of Expiry / Cpok rognoctu : Feb-2027

Analysis performed according ND / Ananus nposegen o H: IT N011252/02-041021

7 Related substances /

I OJCTBEHHbIC IPHMECH

Method 1/ Mertop 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
COZIEP)KAHUS COJIEPIKAHUS
4-amuHO(EHOIA

Method 2 / Merog 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Ompenenenue
HEeNICHTH)ULHPOBAHHBIX
npumecei nbynpodena u
napaneramoJa

0.0003%

BDL (Disregards Limit 0.05%)

0.0003%

4-aminophenol (paracetamol impurity)|

4-amunogenon (npnmecs
mapaneramona) - not more than
0.005% / ne 6oiee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /|
EnuHu4HAsS HenJeHTHQUIHPOBaHHAS
npUMech ubynpogena niy
mapaieramona -

not more than 0.2% / e 6oiee 0,2%

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

Test / Tloxa3aTenb
Microbial limits /
MukpoGunosioruueckast
YHCTOTA

Results / PesyabTaThl

Specification / Hopma

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

ILess 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/
IIpumeuanue: ITpoaykt coorBeTcTBYeT TpeboBanuam HJT

Opinion : APPROVED
3axayenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: ' IIpoBepeHo: Onobpeno: Menemkep /
Ramakant ! Pardeep Kumar \—;L__«-- PykoBoaurens S&;j/
i Kusum Lata 3
Reprint Date: Reprint Date: Reprint Date:
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[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun IOuuop®, Tabaerku qucneprupyemsele [as aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200501

Batch Quantity / O6bem naptuu : 547.500kg

890001580773

Analytical Report No / AHanutn4yecknii oruer Ne :

Date of Analysis / Jlata ananusa: 26.03.2022

Date of Manufacture / lata npoussoacrea : Mar-2022

Date of Expiry / Cpok roanoct : Febh-2027

Analysis performed according ND / Anaaus nposexen mo HJI: I1N011252/02-041021

‘ a) Total aerobic microbial
| count / ObLiee uucno

onpenaeJsieHHe

a9pOOHBIX MUKPOOPraHM3MOB Absent Shall be absent in 1g / OtcyrcrBue B 1
r
b) Total combined yeasts and
mould count / Obmee 4ucno
IIPOMOKEBBIX M TUIECHEBBIX
rpuboB
€) E. coli
9 Uniformity of dosage units / IAcceptance value (AV) should be not
OnHOPOJHOCTD XO3HPOBAHHSA 1.1 more than 15.0 / [Ilokasarens
npremaeMocTd (AV) nomkeH OBITE He
- Ibuprofen / ubynpogen Bonee 15,0
IAcceptance value (AV) should be not
more than 15.0 / Ilokasarens
| 1.1 npiemaemocti (AV) nomkeH ObITh He
- Paracetamol / mapaueramon Goee 15,0
Ne  [Test / Ilokasatens [Results / Pe3y1bTaThbl Specification / Hopma
10 Assay / KosinuecTBeHHOE 90.0 mg to 110.0 mg of Ci3H;50,

99.4 mg /99.4 mr

123.7mg/ 123.7mr

(ibuprofen) per tablet /
Ot 90,0 Mr o 110,0 mr Ci3Hi1z02
(nGynpoten) B Tabnerke
112.5 mg to 137.5 mg of CsHyNO»
(paracetamol) per tablet /

T 112,5 mMr go 137,5 mr CsHyNO,
(napaueTramon) B TA0JETKE

Remarks : The Product conforms to

IIpumeuanne: [Ipoaykr cootTBeTcTBYeT TpeboBaHusM HJJ

ND/

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / \’ﬁ Checked by / Approved by: Manager/Executive /
ITonroroBnexo: W Ilposepeno: p OnobpeHo: MeHem{cep(\ )
Ramakant ; Pardeep Kumar <=/ PykosonuTenb ‘gé’/’
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnnn FOnop®, TabneTku aucneprupyemseie [aias aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200501

Batch Quantity / O0bem naptuu : 547.500kg

890001580773

Analytical Report No / AnasuTn4ecknii oTuer Ne :

Date of Analysis / JlaTta anann3za: 26.03.2022

Date of Manufacture / JlaTa npon3BoacTea : Mar-2022

Date of Expiry / Cpok roguoctu : Feb-2027

Analysis performed according ND / Anasus nposemen mo HJ/I: IT N011252/02-041021

11 Package / YnaxoBka 10 tablets in PVC/Al blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok gin a carton pack. / [To 10 Tabnetok B
onucrep u3 [IBX/AL Ilo 2 Gnucrepadnuctep uz [IBX/Al Ilo 1, 2 unu 20
BMecTe c HHCTpYKUHEH NOOJHCTEPOB BMECTE C MHCTPYKIUEH 110
I MPYMEHEHHUIO B IaYKy KAPTOHHYIO.  MPHMEHEHHIO B MAYKy KAPTOHHYIO.
12 |Labeling / MapkupoBka According to ND. / B coorserctuu ¢ H/I.
13 Storage conditions / [n the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHnue
| !B OPUTMHAIBHOMN yrakoBke (ONUCTep B auke) MpU TEMIIEpaType He BhILIE
25 °C.
14 Shelf life / Cpok rogHocTsn  |S years / 5 net

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr cooreTcTByeT TpeboBanusm HJJ

Opinion : APPROVED
3axmoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: Qﬁ IIposepeHo: Onobpeno: Menemxep /
Ramakant Pardeep Kumar Q\L/ Pykoronourens Wf/
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