Dr. Reddy's Laboratories Ltd.

O
DI’. Reddy,s ‘;. Fgrmulation Unit-6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hbyxann I0ruop®, TabreTkn aucneprupyemsie [nas peteii], 100 mr + 125 mr

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTM3A

Page 1 of 5/Crp.1u35

Batch No / Cepus No: V2202414 | Batch Quanhfy / Obbem mapThu : 547.500kg
'Analytical Report No / AnaauThueckuii oTaer No : Date of Analysis / lata ananmu3za: 29.11.2022
1890001630052

'Date of Manufacture / ire / Jlara nponzno,ucrna Nov-2022 Date of EXpll’V." Cpoxk roanoctu : Oct 2027

| Analysis performed ac according ND / Ananus upoBefien no HJ1: T NO1 1252/02-041 021

Ne  Test/ Iokasatens Results / Pe3ybTaThl ] ISpemficatmn / Hopma

1

Descnphon / Onucanne Pink flat-faced beveled-edge iableisPink flat-faced beveled-edge tabiets
\ with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. / |
Kpyraele  naockowgannipiteckiieKpyiabie  MJI0CKOUMIHHAPHYECKHE

TabNeTKH poO30BOro  liBeTa cradierin pO30BOro gsera ¢
BKparUIeHnsMH, ¢ Hackoi M pUCKol naskpanaciuamu, ¢ hackod 1 puckok Ha
onHOM CTOPOHE OII10]] cToposie,
| Er— T XAPAKTEPHBIM 3a71aX0OM. ¢ XapaKTEePHBIM 3a1aXxoM.
12 [[dentification / Complies as prescribed/ {The retention times of the main pcaké
;l—[DLI,J'IHHHOCTb CooteeTcTBYET Ion the chromatogram of the lcﬂi
solution should correspond to  the
retention tmes of the peaks on the
chromatogram — of  ibuprofen  and
paracetamol  relerence  standards
mhuum (section Assay). ¢ Bpesena
iumeusamm OCHOBHBIN NIKOB Ha
Jrarpamaie HCTNBITYEMOIG
‘pum'anpa JEEHB] COUTBETCTBOBATE
BpeMeHIN  YACPAIIBAHNA THIKOB HA
‘ XPOMITOL Pasae pacTRopa
‘ CTAHIAPTHLIN 0Opasuos nbynpodena
} n NAPALETAM i (pazaen
| - JwKoanvectsennoe OnpeaencHIie»). |
Remarks : The Product conforms to ND/ ; Opinion : APPROVED
Ilpumeyanne: [Tpoaykr cooTBeTcTBYET Tpebopanusam H, 3axnrouenue: ONOBPEHO
Prepared by / . Checked by / Approved by: Manager/Executive /
Toarotoeneno: 4 1 A ITposepeno:Pardeep Kumar Onobpeno: Menemxkep /
Ramakant { @f”— Pyxoroaureis -
y = A};nit kumar /X“ \\-};—’_-
Reprint Date: Reprint Date: Reprint Date:
Hara: 29.11.2022 Hara: 29.11.2022 Hara:29.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Formulation Unit-6

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

Page2 of 5/Crp. 2 u35

"Product : Ibuclin Junior, dispé'“rsible tablets (for cﬁildren) 100 mg + 125 mg
Hoy kann FOunopi. tabnerkn jineneprupyevvie [1ua aereii, 100 mr + 125 mr
{Batch No / Cepun Ne : V2202414

Analytical Report No / Ananutuyecknii oraer No:

[890001630052

|Batch Quantity / O6nem naprun : 547.500kg

'Date of Analysis / JlaTa anaausa: 29.11.2022

Date of Manufacture / /lata u pmumucn:;a : Nov-2022 |Date of Expiry / Cpow rogaocry : Oct -2027

Analysis performed according ND / Ananu3s nposencn mo b1 TINO11252/02-041021

Ne  Test/ IlokaszaTens

Results / Pezyhﬁa'rm

Z] ;t\vcrage weight of tablets/ |
1 :
Cpennsin macca Tabnerox

4 |Disintegration/
! PacnapaemocTs

364.7 mg/ 364.7 mr

Complies/cooTsetcTByeT

00 min:39 Seconds/00 My 39 Sec

5 Dissolution /
PacTBopenue

6  Dispersibility /
| HAuncnepcHoers

98% to 101 %

98% to 100%

___He bonee 3 mun _
Not less than 70% (Q) of C;3H,0-

Specification / Hopma

357.7 mg t0 372.3 mg (365.0 mg £
2.0 %). /Ot 357,7 mr no 372,3 mr
(365,0 Mr+2,0 %)

i

Not more than 3 min /

(ibuprofen) after 30 min / |
He wmenee 70 % (Q) CuHiz0-
{nbynpoden) uepes 30 mun :
iNot less than 70% (Q) of Cil1:NO-
it.parm:t.‘lum()]) after 30 min /
e memee 70 % (Q) CeHoNO,
{napaueTaosn) uepes 30 Mun |
Uniform suspension passing through
the 710 um  sieve is formed 4
OGpasyeTes ounopoaHas cycnen’s:.m.l
MPONOASULES MePe3 CITO € pasnepoM
oTeeperii 710 MM ’

Remarks : The Product conforms to ND/
TIpumeuanue: IIponyKT cooTBeTCTBYET TpeGosatiam HI

Opinion : APPROVED
3akmiouenne: OJJOBPEHO

Jara: 29.11.2022

Prepared by / I 0 Checked by / Approved by: Manager/Executive /
[oarorosneno: | 'G’,J"»k [1porepeno:Pardeep Kumar Onobpeno: Meneawep /
Ramakant s Wl f B Pykooputens | S

e Amit kumnar o s
Reprint Date: Reprint Date: Reprint Date:

Hara: 29.11.2022

Jata:29.11.2022

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAMI3A

"Producf : Ibuclin Junior, dispéfsible_téblets ('-foi;miﬁren) 100 mg + 125 mg
Moy JOunop &, Tabnerkn JUICHEPr Iy

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

Page 3 of 5/Ctp.3 m3 5

emuie [mas acreii], 100 Mr+ 125 mr

Batch No / Cepus Ne:V2202414 YT me—
'Analytical Report No / AnanuTuyeciuii oTuer No -

890001630052

| Batch Quantity / OBbem naprim : 547.500ka

Date of Analysis / l[_a"ra aHanu3a: 29.11.2022

Date of Manufacture / lara NpoN3BOICTE : Nov-ﬁ@ |Date of f*'.xpir_v / i‘pqlc roaoery : Oct 2027

Analysis performed according ND / Aranus uponenen mo HJ: ITNO1 1252/02}941021

Ne Test / Nokaszatens

7 Related substances /
PoicTBeHHBIE NpHMecH

|
}Melhud 1/Meron 1 -
Determination of 4-Amino

I:cu,uep;z;anllsl COlEPKAHKA
H-amunoferona

Method 2 / Metonm 2 —
Determination of Ibuprofen

impurities / Onpenenenue
HEHASHTIDIIIPOBAHHLIY

npumeceii uOynpodeHa u

apaLeraMosa

‘ " Results / PesynsTaTs!

0.00002%

[Phenol content / Onpeaenenue

0.07%

and Paracetamol unidentified .

\ 0.07%
|

|
|

Specification / HopTua

4-aminophenol (paracetamol iiniwuﬁl_)r'_l

}1-3.\:11110(113[1011 (npumect
napaueramona) - not more than!
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity
of  (ibuprofen or paracetamol)
Eanunynas HenaenThHLIpoBanian
npiiMech ubynpodena i
napaieramuna -

ol more than 0.2% / e Gonee 0,2%

Total impurities (Method 1+Method 2)
/ Cymma npumeceil (Meton 1 + Merog
2) - not more than 0.7% / re Gonee 0.7

n
(4]

Microbial limits /
MukpobnoJoruyeckas
4HMeTOTA

|

, 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 Gonee 100 KOE/r

Remarks : The Product conforms to ND/
Ipumeyanse: I1poaykT cooTreTcTRYET TpeGOBAHKUSM HI

Opinion : APPROVED
3akmouenne: QJJOGPEHO

Prepared by / : ;
[oxrorosneno: by ()
v Q.t.\.,/

Checked by /
IIposepero:Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep /

Hara: 29,11.2022

Ramakant e Pykoeogurens b N
= Amit kumar = i
Reprint Date: Reprint Date: Reprint Date:

Hara: 29.11.2022

Hara:29.11.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

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

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

Paged of 5/Crp.4u3 5

"Product : Ibuclin Junior, diéi)crsibléﬁtablets (for éhildren} 100 mg + 125 mg ?
Hoykann FOunop®, Tabnerscn jincneprupyemvie [as aereii], 100 mr + 125 mr |

Batch No / Cepin No : V2202414

Batch Quantity / O6vem naprin : 547.500kg

Date of Analysis / laTa asanusa: 29.11.2022

Date of Manufacture / [lata npoussoacrsa : Nov-2022 |Date of Expiry f"(‘pmc roanocyu : Oct -2027

Analytical Report No / ABanuTHYecKui oTder Nb :
}@00 1630052

|Analysis performed according ND / Ananus poBenen mo HJL: TINO11252/02-041021

-

| count / Obuee umcno

a3p0oBIibIX MHKPOOPraHH3MOB

b) Total combined yeasts and

imould count / OBuiee yucno
POMCOKEBBIX H IIIIECHEBBIX
rpnﬁos

c) E. coli

9 |Uniformity of desage units /]
‘ OnuopoxnocTL MO3HPOBAHHUS

- Ibuprofen / u6ynpoden

| - Paracetamol / napaneramon

a) Total aerobic microbial

Absent
i

iSha]l be absent in 1g / OTcyTcTBHE B 1!
r

|

2.4

23

|Assay / KonmyecTsennoe
onpegeneHue

98.7 mg /98.7 mr

123.5mg/123.5 Mr

l-\cccplunce value (AV) should be not!:
more  than 15.0 / [lokazatens
npuesaemocti (AV) nomkel ObITh B l
oonee 15,0 i
Acceptance value (AV) should be not
more  than 15.0 / Tlokasatens
npues;iemoct (AV) nomieH ObITE He
fonee 15,0
90.0 mg to 110.0 mg of C3H 50
{ibuprolen) per tablet /
Or 90,0 mr po 110,0 mr C;3H 30-
{ubynpoden) B TabneTke
112.5 mg to 137.5 mg of CgHyNO,
{paracetamol) per tablet /
Or 112,5 Mr no 137,5 mr CgHgNO;
_{napanetamon) B Tabnerke

IIpumeyanne: [Ipoayxr cooTeere

Remarks : The Product conforms to ND/

IyeT TpeboBanusy HJT

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

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

[oxrorosnexo: M ITpoeepeno:Pardeep Kumar Onobpeno: Menemxep /

Ramakant P PyxoBopurens o
(3= Amit kumar fﬁ\””‘//”’

Reprint Date: Reprint Date: Reprint Date:

Jara; 29.11.2022 Hara: 29.11.2022 Jara:29.11.2022
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Dr.Reddy’s ":‘

\Product : Ibuclin Junior, d:sers_l—blc tablets (l;ur children) 100 mg +125 mg
Areuepruapyemuie [uas acteit], 100 mr+ 125 mr

(Hoykm FOuiopie, Tabnerku

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHGMHRAT AHATHSZA

PageS5of 5/Crp.5u3 5

\Batch No / Cepun Ne : V2202414 __ |Batch Quantity / O6bem na;i'rT__m : 547.500kg
|Analytical Report No / AHaanTHueckuil oTyer No : Date of Analysis / lata ananuza: 29.11.2022
1890001630052

‘Date of Manufacture / Hata nﬁnuw(mc}na : Nov-2022 |Date of Expiry / CpuK romocty : Oct -2027

] Analysis performed according ND / Anaius nposesen mo H/L: [T NO1 1252/02-041021

11 [Package / Vnaxosia

nz J,al—:eling / Mapxupo;:éﬁm '

|

13 Storage conditions /
Xpasenne

10 tablets in PVC/AI blister. 2 blisters 10 tablets in PVC/AI blister. 1, 2 or 2(1
and patient information leaflet in ablisters and patient information leallet|
carton pack. / Tlo 10 rabnetok &in a carton pack. / ITo 10 TaGnerok 8
ommetep #3 TIBX/AL ITo 2 Gancrepudauctep u3 [IBX/AL Tlo 1, 2 unu 20
BMECTE  C HHCTPYKUMEd MOCGJIKCTEPOB BMECTE ¢ HHCTPYKLIMeEH 114
TIPIIMEHEHHIO B HA4KY KAPTOHHYIO. _ TIDIIMEHEHHIO B NAYKY KAPTOHHYIO,

According to ND. / B cootgerctaun ¢ HJI.

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

B opurunaneno# ynakoske (6mictep B nauke) TIpY TEMIIEPATYPE HE BhIILE
25 °C.

14 Shelf life / Cpok rogaocrs 5 years /5 ner

| |

|
|
|
|

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanue: [Iponykr coo-serersyer Tpe6opanusam HI 3akmogenne: OJOBPEHO
Prepared by / 5 Checked by / Approved by: Manager/Executive /
TlogrotoBneno: | R \C L"} ITposepeno:Pardeep Kumar Onobpeno: Menemxkep /
Ramakant U~ f PyKOBOZHTENb L T
ST Amit kumar [LC“ "
Reprint Date: Reprint Date: Reprint Date:
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