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Page 1 of 5/Crp. 135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HU6yxkaun FOunop®, Tadserku gucneprupyemsle [aasa aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202143

Batch Quantity / O6bem maptum : 547.500kg

890001623392

Analytical Report No / AHanmuTn4ecknii orueT Ne :

Date of Analysis / laTta anammsa: 28.10.2022

Date of Manufacture / Jlata npoussoacrsa : Sep-2022

Date of Expiry / Cpok rogHocTH : Aug-2027

Analysis performed according ND / Anann3 nposegen o HJI: [1 N011252/02-041021

Noe  Test/ IlokasaTean Results / PesynbTaThl Specification / Hopma |
1 Description / Onucanune 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. / one side and characteristic odor. / :
Kpyrnsle  nnockoumanugpuyecknellpyrnple  MIOCKOLUNTHHAPHYECKHE
TabneTky  poO30BOrO  UBETAa  CTabjeTKH  po3oBOro  upera |
BKpArIeHUsIMH, ¢ Gackoit ¥ puckoi HaBkpaniaeHHsMH, ¢ Gackol U pUCKOH Ha
oAHOH CTOPOHE,0/1HOI1 CTOpOHE,|

] C XapaKTepHBIM 3aaxoM. € XapaKTEPHbIM 3aM1axoM.
2 Identification / Complies as prescribed/ The retention times of the main peaks;
MogIMHHOCTH CoOTBETCTBYET on the chromatogram of the tesi
solution should correspond to the
retention times of the peaks on the

chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
yIep/KHBAaHUS OCHOBHBIX MHKOB Ha
Xxpomartorpamme UCTIBITYEMOTO)
pacTBopa JOJDKHBI COOTBETCTBOBATH)
BpeMeHaM YNEPXUBAHHS THKOB Ha

XxpoMaTorpamMme pacTeBopa
cranaapTHbix obpa3noB ubynpodeHa
n napaueramosa (pazzen

kKomiuecTREHHOE Onpese/ieHHe»).

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorsercTByeT Tpebosanusm HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

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

Itoarorosneno: IIpoBepeHo: ¢ Onobpeno: Menenxep /

Ankaj Verma & Pardeep Kumar _ PykoBoautenn Q N
(34’/— Amit Kumar | —

Reprint Date: Reprint Date: Reprint Date:

Hara: 28.10.2022 Hara: 28.10.2022 Hara:28.10.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, Indiza
Tel: +31 40 4900 2900, Fax: +91 40 4900 2399, Email: maii@drreddys com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tadjerku aucneprupyemsle [aas aereii], 100 mr + 125 mr.

Batch No / Cepus Ne : V2202143 Batch Quantity / O6bem naptiu : 547.500kg
Analytical Report No / Ananutnyeckmii oTyeT Ne : Date of Analysis / /laTa ananu3za: 28.10.2022
890001623392

Date of Manufacture / Jlata npousBoacTsa : Sep-2022 |Date of Expiry / Cpok roanoctu : Aug-2027

Analysis performed according ND / Ananu3 nposeaen mo HJ: 11 N011252/02-041021

Ne  Test/ Iokasatens ‘ Results / PesyabraTsl ‘Speciﬁcation / Hopma

Cpenusisi macca Ta6/1€TOK

4 Disintegration / 00 min:38 Seconds/00 mun 38 Sec [Not more than 3 min/

_ Pacnapaemoct | __ |He 6onee 3 mun

5 Dissolution / 90% to 102% Not less than 70% (Q) of Ci3H;:0:
Pacreopenue (ibuprofen) aflter 30 min /

3 '.Average weight of tablets / | 362.8 mg/ 362.8 mr 357.7 mg to 372.3 mg (365.0 mg+

Complies/cooTBEeTCTBYET

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

90% to 101%

| -
6 Dispersibility /
JIncrepcHOCTD

Complies / CooTBeTCTRYET

He wmenee 70 % (Q) Ci3HisOs
(ubynpoden) uepes 30 mun

Not less than 70% (Q) of CsHoNO4
(paracetamol) after 30 min /

He wmenee 70 % (Q) CHH'FNOli
(napaueramosn) yepes 30 mun
[Uniform suspension passing through
. : — ]
the 710 um sieve is formed /
O0pasyeTca oLHOpOAHAA CYCTCH3NA,
[IPOXOAALIAS HEPES CHTO C pasMepoM
otBepeTitii 710 MKkM |

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorseTcTBYeT Tpebopanusam HJ

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrorosnexo: [1posepeHo: Onobpeno: Menemxep /
Ankaj Verma /‘?/ Pardeep Kumar Qli,,, PykoBoauTens J&’: \—

il Amit Kumar —
Reprint Date: Reprint Date: Reprint Date:
JaTa: 28.10.2022 Hara: 28.10.2022 JaTta:28.10.2022

Rasiswered Office 0-2-227, Read Nec. 2, Banjara Hills, =
Tol: #2140 4800 2900, Fax: +91 40 3200 29:

CIN: L8§5195AP1984FLCOG4507
www.drreddvs.com

bad - 500034, Telanganz, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoyxaun FOunop®, Tabuerku aucneprupyemsle [ans aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202143

Batch Quantity / O6bem naprtuu : 547.500kg

890001623392

Analytical Report No / Anaauruueckuii oruer Ne :

Date of Analysis / laTa ananaun3za: 28.10.2022

Date of Manufacture / Jlata npon3BoacTsa : Sep-2022

Date of Expiry / Cpok roasoctn : Aug-2027

Analysis performed according ND / Ananus nposeaen mo HJI: IIN011252/02-041021

Test / [lokazaTean

[7 Related substances /
PoacrBeHHbIe IPHMeCH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenexue
collepKaHNs CoaepIKans
4-ampHodeHona

Method 2 / Metopn 2 — _
| Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexne
HeuaeHTHOULNPOBAHHBIX
npumecel udynpodera n
napaieramora

‘_

Results / Pe3synbTaTsl

0.0002%

BDL (Disregard Limit 0.05%)

0.0002%

Speciﬁcafion / Hopma : |

4-aminophenol (paracetamol impurity)

4-aMrUHOEHON (npumecs
mapaieramona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EavHuudas HenaeHTUPULMPOBaHHAS
npuMech nbynpodena WIH
MmapalieTamona -

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

Total impurities (Method 1+Method 2)
{ Cymma npumeceit (Mertoa 1 +Meton
2) - not more than 0.7% / ue 6onee 0.7,
%

Microbial limits /
Muxkpobuosiornyeckas
HHUCTOTA

]

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/
IIpumeuanue: Ilponykr coorBeTcTBYeT Tpebopanusm HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [1posepeHo: ’Ji/ OnobpeHo: Menemxep /
Ankaj Verma & Pardeep Kumar — — PyxoBoautens R

- Amit Kumar /Sﬁ.f/ff
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.10.2022 Hara: 28.10.2022 Hata:28.10.2022

Registared Office: 8-2-

Tel: +31 40 4500 2500, Fax

337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, Indic

CIN: L85195AP1984PLCCO45C7
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Page 4 of 5/Ctp. 4135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykans IOnuop®, TadseTkn qucneprupyemble [ans aeteii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202143

Batch Quantity / O6bem napruu : 547.500kg

890001623392

Analytical Report No / AnanuTn4yecknii order Ne :

Date of Analysis / {lata ananuza: 28.10.2022

Date of Manufacture / Jarta npousBojacTna : Sep-2022

Date of Expiry / Cpok roguocru : Aug-2027

Analysis performed according ND / Auasn3 nposeaen no HJ: [1 N011252/02-041021

ffi)_"l“otal aerobic microbial
count / Obuiee uucio

b) Total combined yeasts and
mould count / O611ee umncio
!rElpO)K)KeBle U TJIeCHEBBIX
rpubos

¢) E. coli
9 Uniformity of dosage units /
| ORHOpOJHOCTL JO3UPOBAHUSA

- Ibuprofen / ubynpoden

- Paracetamol / napaueramon

A3pPOOHBIX MUKPOOPraHU3MOB |

Absent

Shall be absent in 1g / OTcyTcTBHE B 1

-

0.9

0.9

10 ssay / KonnyecTBeHHOE

onpenejeHHe
|

|
.

98.8 mg /98.8 mr

123.1 mg/ 123.1 mr

{Acceptance value (AV) should be not
more than 15.0 / Ilokasarens

npuemieMoctd (AV) N0KEH ObITh HE
;ﬁoﬂee 15,0

Acceptance value (AV) should be not

more than 150 / Tloxazarens
npuemnemMocti (AV) noikeH ObITh He

Oozee 15,0 o -
0.0 mg to 110.0 mg of C13H,30;

tibuprofen) per tablet /

Ot 90,0 mr g0 110,0 mMr Ci3H30;
ubynpocen) B TabneTke

112.5 mg to 137.5 mg of CsHoNO»
paracetamol) per tablet /

Ot 112,5 mr no 137,5 mr CsHgNO>

(mapaueTamout) B TabJeTKe

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoayxT coorsercTByeT TpeboBanusM HJJ

Opinion : APPROVED
3axmwouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosaexo: IIposepeno: Opnobpeno: Menemxep /
Ankaj Verma ﬁ ~ Pardeep Kumar 4312 Pyxosoauteb N

i : Amit Kumar /X(M =
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.10.2022 Hata: 28.10.2022 Jata:28.10.2022

Regiscered Office: 2-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel* +31 30 4900 2900, Fax: +91 40 4900 2339, Email. mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Page 5of 5/ Ctp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, TabsieTku aucneprupyemsbie [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202143

Batch Quantity / O6bem naprun : 547.500kg

890001623392

Analytical Report No / AnannTHueckuii orger Ne :

Date of Analysis / {aTa ananu3za: 28.10.2022

Date of Manufacture / Jlara npousBoactsa : Sep-2022 |Date of Expiry / Cpok rognocty : Aug-2027

Analysis performed according ND / Ananu3 nposenen mo HJ: [1N011252/02-041021

11 ﬁ’ackage / YnakoBka

12 1!]_.abeling / MapkupoBKa

10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet

carton pack. / Tlo 10 Tabnerok Bin a carton pack. / Ilo 10 Tabnetok B

= = ; ; |
Oanerep uz [IBX/AL Tlo 2 6HHC'I‘epa]{JJTiICTEp w3 MIBX/AL [To 1, 2 unu 20
!mwt:'re C  MHCTpyKUMeil nOOIHCTEPOR BMECTE € MHCTPYKLUNE! 1o
NPUMEHEHHIO B NAUKy KAPTOHHYIO.  MPHMEHEHUIO B NavKy KapTOHHYIO.

iAccording to ND. / B coorsetcrauu ¢ HJI.

13 Storage conditions /
XpaneHue

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

B opurunanbHoit ynakoske (61McTep B navuke) NpH TEMIEpaType He Bbillie
23 °C.

(14 Shelf life / Cpok rognoctn

S years / 5 net

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3akarouenue: OJIOBPEHO

Prepared by /
IToarorosneHo:
Ankaj Verma L

Checked by /
[IpoBepeHo:
Pardeep Kumar

of

Approved by: Manager/Executive /
Opobpeno: Menemxep /

PykoBogutens T
Amit Kumar el

Reprint Date:
Jara: 28.10.2022

Reprint Date:
Jara: 28.10.2022

Reprint Date:
JaTa:28.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydcrabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O04507
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