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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOuuop®, Tabierku gucneprupyembie [11s aereii], 100 mr + 125 mr

'Batch No / Cepus Ne : V2202415

Batch Quantity / O6bem naptTuu : 547.500kg

[Analytical Report No / AHanmuTHuecknii ordet No :
1890001629227

Date of Analysis / JlaTa ananun3a: 25.11.2022

|[Date of Manufacture / lata npoussoacrsa : Nov-2022

Date of Expiry / Cpok roanoctn : Oct -2027

|Analysis performed according ND / Anaau3s nposegen mo HJ/I: TINO11252/02-041021

Ne  Test / [lokazaTens Results / Pe3yabTaThl

1 Description / Onucanue

one side and characteristic odor. /
Kpyrablie
TadNeTKn  pO30BOrO  LBETA
OHOM

€ XapaKTepHbIM 3al1aXxoM.
Complies as prescribed/

CootBeTcTBYCT

2 Identification /
[loaJIMHHOCTH

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
I with impregnations and a score-line onwith impregnations and a score-line on

TocKoUHnHHApHHeckHe K pyriabie

BKparieHnsamMu, ¢ hackoii 1 puckoit HapkpanieHusMy, ¢ Gackoi U PHUCKOH Ha
CTOPOHE JOJIHOI

[S_peciﬁcation / Hopma

one side and characteristic odor. /
MJIOCKOUUIHHAPHYECKHE
crabaeTku PO30BOI0 BETa C

CTOpOHE,

C XapakTepHbIM 3aMaxoM. -
The retention times of the main peaks
lon 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
lyIepXKUBaHHs OCHOBHBIX [HKOB Ha
XpoMaTorpaMme HCTIbITYEMOTO
jpactBopa JOJKHBl COOTBETCTBOBATh
BpeMeHaM  yIepKMBaHHs IHKOB Ha
XpoMaTorpaMmme pactBopa
cTaHaapTHBIX 00pa3uoB ubynpodeHa
it} napaueTamona (pazpen
kdComiuecTBEHHOE OTpeeIeHHE).

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusM HIL

Opinion : APPROVED
3akawuyenune: OJJOBPEHO

IToarotosneHo: IIposepeHo:

Prepared by / Checked by /
Pawan Kumar Naresh Kumar @

Approved by: Manager/Executive /
Onobdpeno: Menemxep /

PykopojuTtens Vi ] ! “C‘

Manoj Kumar

I&@J}ﬂ/ﬂ 5
) Reprint Date:
Hata: 25.11.2022

Reprint Date:
Jata: 25.11.2022

Reprint Date:

Hata:25.11.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyvderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Einail: mail@drieddys.com

CIN: L85195AP1584FPLCO04507
wiwwy drreddys com
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

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 2 of 5/Ctp. 2 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxaun IOanop®, Tabaerku qucneprupyemsie [aas gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202415

Batch Quantity / O6bem napruu : 547.500kg

890001629227

Analytical Report No / Ananutu4yeckuii oruer N :

Date of Analysis / laTa anaau3a: 25.1 1.2022

Date of Manufacture / laTa nponsBogcTsa : Nov-2022

Date of Expiry / Cpok rognoern : Oct -2027

Analysis performed according ND / Anann3 nposeaen no HJI: ITN011252/02-041021

Ne

3 }Average_ weight of tablets /
‘Cpemmﬂ Macca TabJaeToxk

|Test / Ilokazarenb

Results / PeaynbTaTsl

Specification / Hopma |

364.8 mg/ 364.8 Mr

Complies/cooTBeTCcTBYET

4 Disintegration /
Pacmagaemocrn

5 Dissolution /
PacTrBopenne

00 min:32 Seconds/00 muH 32 Sec

91% to 98 %

90% to 98%

6 Dispersibility /
JIucoepcHOCTD

Complies / CooTBeTCTBYET

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

Not more than 3 min /
He 6onee 3 muH

Not less than 70% (Q) of C;3Hs0o
(ibuprofen) after 30 min /

He wmenee 70 % (Q) CiHisOy
ndynpoden) yepes 30 MuH '
[Not less than 70% (Q) of CsHsNO,
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNOJ
(napaueramos) yepes 30 MuH

Uniform suspension passing through
the 710 pm sieve 1s formed /|
OBpazyeTcs OAHOPOAHAA CYCTICH3HS,
MPOXOALAS HEpPes CHTO € pa3sMEepoM
oteepetnii 710 Mxm

Remarks : The Product conforms to ND/
Ilpumeuanne: [Iponykr cooreeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akarwuyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosiexof an [IpoBepeHo: \ Onobpeno: Menemxkep /
Pawan Kumar (WM~ Naresh Kumar é PyKoBOANTEND i
\ : (rtgtess
= Manoj Kumar =
Reprint Date: Reprint Date: Reprint Date:
Hara: 25.11.2022 Hara: 25.11.2022 Hara:25.11.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2300, Fax: +91 40 4900 2899, Email: mail@cdrreddys com

CIN: L85195AP1984PLCO04507
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHUPUKAT AHAJIU3A

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

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

Page3of 5/ CTp.3u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun IOnuop®, Tadaerkn aucneprupyemsele [ans aereii], 100 mr + 125 Mr

Batch No / Cepust Ne : V2202415

Batch Quantity / O6bem napruu : 547.500kg

Analytical Report No / AHaauTHYeckuii oTyer Ne :
890001629227

Date of Analysis / /laTa anaim3a: 25.11.2022

Date of Manufacture / Jlata npoussoacrsa : Nov-2022

Date of Expiry / Cpok roanoctn : Oct -2027

Analysis performed according ND / Avaau3s nposegen mo HJI: TTNO011252/02-041021

Ne

5

Test / Iloka3zaTennb

Related substances /
Ponereennsie npuMecH

Method 1 / Meton 1 —
Determination of 4-Amino

colepKaHIIsl COAEPIKAHMS
4-amuHodeHoma

Method 2 / MeTon 2 —
Determination of Ibuprofen

impurities / OnpeneneHue
HeUJCHTUDHINPOBAHHBIX
npumMeceit ubynpodera u

napaneramonia

tPhenol content / Onpenenenie

and Paracetamol unidentified

Results / PesyabTaTsi

0.00001%

0.05%

0.05%

{Speciﬁcation / Hopma_

4-aminophenol (paracetamol impurity)
f

“-amuHOGEeHON (1ipumMecs
mapaieramona) - not more than
).005% / ne 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
EnnanyHas HeuaeHTHhHUUPOBAHHAS
npUMech ubynpodena 1
rapaueramorna -

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

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

0y
S0

Microbial limits /
MHKpOOHOJIOrHIecKan
YHCTOTA

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 6omnee 100 KOE/r

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilpoaykt cooTBeTcTRYET TpeGoBanusm HJT

Opinion : APPROVED
3akarodyenne: OJJOBPEHO

Prepared by /
[Moxrorosneno:
Pawan Kumar

chﬁ/

Checked by /
ITposepeno:
Naresh Kumar @

-—

Approved by: Manager/Executive /
Opnobpeno: Menemxep / =

PykoBomiitens '\M,
) J

Manoj Kumar

Reprint Date:
Hara: 25.11.2022

Reprint Date:
Hara: 25.11.2022

Reprint Date:
Hara:25.11.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2299, Email: mail@drreddys com

CIN: L85195AP1984PLCC0O4507
www. drreddys.cocm



Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Page4 of 5/ CTp. 4u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknnn IOnnop®, TabaeTkn gucneprupyembie [aag gerei], 100 mr + 125 mr

|Batch No / Cepus Ne : V2202415

Batch Quantity / O6bem naptun : 547.500kg

|Analytical Report No / AnanuTuyeckuii order No :
890001629227

Date of Analysis / laTa ananm3a: 25.11.2022

Date of Manufacture / lata npousBoacrsa : Nov-2022

Date of Expiry / Cpok roguocrtu : Oct -2027

Analysis performed according NI / Ananus npoeegen mo HJI: IT N011252/02-041021

a) Total aerobic microbial
count / Ob1iiee 4ynucio
a3pOOHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6miee yucio
JIPOXKEBBIX U TJIECHEBBIX
rpuboB

c) E. coli

Absent

Shall be absent in 1g/ OtrcyrcTsie B 1
r

Unﬁormity of dosage units /
OnxHOpOAHOCTH JO3MPOBAHMS

- Ibuprofen / ubynpoden

- Paracetamol / napaueramon

1.6

1.6

Acceptance value (AV) should be not
more than 15.0 / Tlokasarens
npuemieMmoctd (AV) noikeH OBITH He|
oonaee 15,0

Acceptance value (AV) should be not
more than 150 / Ilokasarenw
npuemiemocti (AV) fomkeH ObITh He
Gonee 15,0 '

10

|Assay / KosinuecTBenHnoe
omnpeaeneHue

99.3 mg /99.3 mr

1234 mg/ 123.4 mr

190.0 mg to 110.0 mg of C13H 50,

(ibuprofen) per tablet /

OT 90,0 MI 10 110,0 mr C13H1802
(ndynpothen) B Tabnetke

1112.5 mg to 137.5 mg of CsHoNO;
(paracetamol) per tablet /

OT 112,5 mr o 137,5 mr CsHoNO,
(napaneramon) B TabaeTKe

Remarks : The Product conforms to ND/
Ilpumeuanne: IIposyKT cooTBeTCTBYET TpeGoBanusm HJT

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Hara: 25.11.2022

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

ITonroroBneHo: o IIposepeHo: Onobpeno: Menemiep / "

Pawan Kumar / Naresh Kumar (% Pyxosoautens W‘TM
Manoj Kumar =

Reprint Date: Reprint Date: Reprint Date:

Hara: 25.11.2022

Hara:25.11.2022

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



‘..O Dr. Reddy's Laboratories Ltd.
? @ ) )
Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Page 5 of 5/Ctp. 5u3 5

ﬁ’roduct : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
):[-Iﬁymm! I0Onuop®, Tabnerku Aucneprupyemoie [gus gereii|, 100 mr + 125 mr

Batch No / Cepust Ne : V2202415 - Batch Quantity / O6bem naprun : 547.500kg
Analytical Report No / Ananutuyecxuii oTyeT No : Date of Analysis / lara ananuza: 25,1 1.2022 |
1890001629227

‘Date of Manufacture / Jlara nponseoscrea : Nov-2022 [Date of Expiry / Cpox rogmoets : Oct -2027
[Analysis performed according ND / AHaaus nposesen no H: ITNO011252/02-041021

S—

1] ']P_acl{agc /VYuakoska |10 tablets in PVC/Al blister. 2 blisters10 tablets in PVC/AI blister. 1. 2 or 20)
| | |and patient information leaflet in aJlb]islcrs and patient information leafle
| | ‘car’ron pack. / ITo 10 Ta6merok BIn a carton pack. / ITo 10 Ta6netok E1

|6J111<:Tep u3 IIBX/Al Tlo 2 6n14|:'repa]iinucrep u3 [IBX/Al To 1, 2 unu 20
BMeCTe c MHCTPYKIIHEH MODJNCTEPOB BMECTE C HHCTPYKLMei] r:o‘
‘”E’ME*“‘HJ*OL"%YEPEHM- MPUMEHEHNIO B Na4ky KapTOHHYI0. <|

12 iahe—ling/ MapkupoBka ccording to ND. / B cooTBeTCTBIY ¢ H/.
' PKHp g

||I3— _Etage_con_dithnsT i Etgori_ginmﬁaagﬁlis?rmﬁnﬁck)_at Qn;?ratﬁ below 25°C. ‘
Xpanenue !f’

| ' p OPHTHHANIBHOH yriakoBke (61cTep B nauke) TPH TEMNepaType He Bblme |

| 25 °C. |

|I4_ _malﬂl Cpok rogsocrn 5 years /5 mer

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanie: Mpoayir COOTBETCTBYeT TpedoBamusm HJT 3akiouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: R ITposepeno: @Q Onobpero: Menemxep / (!
Pawan Kumar 01 Naresh Kumar Pykosouurens w{
&W/ Manoj Kumar }DJ‘}'&#
Reprint Date: Reprint Date: Reprint Date:
Hata: 25.11.2022 Hara: 25.11.2022 Jara:25.11.2022
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AF1884PLCG0450)
www.drreddys.com



