Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIU3A
Page1of 6/Ctp. 1 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
WU6ykann FOnnop”, Tabaetkn nucneprupyemsie s getei], 100 mr + 125 mr
Batch No / V2301061 Batch Quantlty. / 547.500kg
Cepust Ne Pa3mep cepuu :
Analytical Reprirt No/ . 890001671453 Date of Analysis / 30.06.2023
AHanutndeckui otuet No ; JlaTta ananuza:
Date of Manufacture / May-2023 Date of Expiry / Apr-2028
Jlata npon3BOACTBA : ["opeH no :

Analysis performed according ND / Aranu3 nposezen no HJI: T1 N011252/02-150323 |

Test / IlokaszaTean

Results / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyriele  miocKOUMIMHAPHYECKUE
Ttabnerkn  po30BOro  LBETa  C

BKparjieHusmu, ¢ Gackoit ¥ puckoi
Ha OZHOW CTOPOHE, C XapaKTEepPHBIM
3aMaxoM.

Identification /
IMopauuHOCTDL

Complies as prescribed/
CooTBeTcTBYET

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie TUIOCKOLIMJIMH IpUYECKHE
TabaeTku PO30BOTrO BETa c
BKparleHUWsIMHU, ¢ (ackoii U puckoil Ha
OZHOM  CTOpOHE, C  XapaKTepHbIM
3a1axom.

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 (Assay section). / BpemeHna
YAEPXKUBaHUS OCHOBHBIX ITMKOB Ha
XpoMaTorpamMmme UCTIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBAThH
BpEMEHaM YIEpXXHBAaHHS THKOB Ha

XpoMarorpamMmme pactBopa
CTaHIOAPTHBIX 06pa3noB ubynpodeHa u
napaleramona (paznen

«KonuuecTBEHHOE ONpEACICHHEY).

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykT cooTBeTCTBYET TpeboBanusM HJ{

Opinion : APPROVED
3akaouenne: OJJIOBPEHO

JHata: 30.06.2023

Jarta: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IlogroroBneHo: IIpoeepeno: Pardeep Kumar OpnobpeHo: Meneukep / PykopoauTens
Ramakant = Amit Kumar ﬂ):__::—/

Reprint Date: Reprint Date: Reprint Date:

Jara: 30.06.2023

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
Ubyknun FOHHop", Tabnetkn ancneprupyemsle [ans aereii], 100 mr + 125 mr
Batch No / V2301061 Batch Quantity / 547.500kg
Cepust Ne : Pasmep cepun :
Analytical Repczrt No/ 290001671453 Date of Analysis / 30.06.2023
|AnanuTryeckuii oruet Ne ; Jlara aHanu3a: |

o [
Date of Manufacture / May-2023 Date of Expiry / Apr-2028
JlaTa npou3BoACTBA : ["opeH 10 :
Analysis performed according ND / Ananu3 nposenen no HJI: II N011252/02-150323

Ne Test / ITokazaTeanb

Results / Pe3yabTaThl

4 | Disintegration /
PacnagaeMocTh

3 |Average weight of tablets /
Cpeaunsst Macca Ta0/1eTOK

5 fi)issolution / PacTBOpenue |

6 | Dispersibility /
' JucnepcHocTh

365.4 mg/ 365.4 mr

Complies/CooTBETCTBYET

1357.7 mg to 372.3 mg

Specification / Hopma

(365.0 mg 2.0 %). /
Ot 357,7 mr no 372,3 mr
(365,0 Mr = 2,0 %)

00 min 27 sec/ 00 muH 27 cek

Not more than 3 min/
He 0onee 3 MuH

98% to 101 %

98% to 100 %

Complies / COOTBETCTBYET

Not less than 70 % (Q) of Ci3sHisOs
(ibuprofen) after 30 min / He menee
70 % Q) Ci3Hi30,
(ubynpoden) uepes 30 MHH

Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He meHee
70 % Q) CsHoNO;
(napauetamon) yepes 30 MUH

Uniform suspension passing through the |
710 pm sieve is formed / O6pa3syercs
OJIHOPOHAS CYCNEH3Us, NPOXOoAAllas
yepes CHUTO C pa3MepoM OTBEpCTHH
710 MxkmM

7 | Related substances / PoacTBeHHble IpHMecH

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponyxT cooTBeTcTBYET TpeboBaHnusM HJ|

Opinion : APPROVED
3axnwouenne: OJIOBPEHO

Hara: 30.06.2023

Jarta: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: W [TposepeHo: Pardeep Kumar [ Onobpeno: Me EHKGE'LPYKOBOIU/ITCIIB
Ramakant . Amit Kumar # poes :

[ /
Reprint Date: Reprint Date: Reprint Date:

JHara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 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

U6yknun FOHHop", TabneTku aucnepriupyembie [aas aereii], 100 mr + 125 mr

Batch No / V2301061 Batch Quantlty'/ 547.500kg
Cepusa Ne : Pasmep cepyu :

Analytical Repc\zrt No/ 200001671453 Date of Analy.SIS / 30.06.2023
AHanuTH4eckuil ot4et Ne : JlaTta ananusa:

Date of Manufacture / May-2023 Date of E)%pll‘y/ Apr-2028
Jlata npou3BOACTBA : ["ozeH jo :

Analysis performed according ND / Axanu3 nposeaed no HJI[: [T N011252/02-150323

Ne Test / IToxazaTens

Method 1/ Merton 1
4-Aminophenol content /

|4-amuHO(eHoNa
|

Onpenenenne conepixanus

Method 2 / Meton 2

Ibuprofen and Paracctamol

unidentified impurities /
OnpeneneHue
HEWACHTU(HHULMPOBAHHBIX
npumMeceii uGynpodena u
napareramosa

Results / Pe3ysabTaThl

Specification / Hopma

0.0002%

0.07%

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Merton 1 +
Meron 2)

0.07%

8 | Microbial limits* / MukpoOnosorngyeckasi 4McToTa™

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-amuHobeHON (mpumecs
napaueramora) - He 6onee 0,005 %

Any individual unidentified impurity of
ibuprofen or paracetamol - not more
than 0.2 %

EnuHuuyHas  HewAeHTUHUMpPOBaHHAs
MpUMECH ubynpodena WU
naparneramora - He 6onee 0,2 %

Not more than 0.7 % / He 6onee 0,7 %

a) Total aerobic microbial
count / Obuuee yucio
a3pPOOHBIX

| MUKpOOpPraHHU3MOB

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

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total combined yeasts
and mould count / Obuiee
YHCIIO IPOMOKEBBIX U

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

Not more than 10° CFU/g /
He 6onee 10> KOE/r

Remarks : The Product conforms to ND/
Ilpumedanne: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJJ

Opinion : APPROVED
Saxawuenne: OJJOBPEHO

Hara: 30.06.2023

Hara: 30.06.2023

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

[Toarorosnexo: W IIposepeno: Pardeep Kumar p Opnobpeno: Menempkep / Pykosoaurens
. -

Ramakant — Amit Kumar Aw..//

Reprint Date: Reprint Date: Reprint Date:

Hara: 30.06.2023

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formuilation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIN3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknun FOunop”, Tabnerku aucneprupyemsie [ans aeteii], 100 mr + 125 mr
Batch No{ V2301061 Batch Quantity / 547.500kg
Cepus Ne : Pasmep cepuu :
Analytical Repczrt No / 890001671453 Date of Analysis / 30.06.2023
AHanuTH4ecKHii oTuer Ne : JlaTa ananusa:
Date of Manufacture./ May-2023 Date of E)fplry/ Apr-2028
Jata npou3BoacTBa : ['onen go:
Analysis performed according ND / Ananu3 nposeses no HJI: TIN011252/02-150323

Ne Test / Iloka3zaTeinb

Results / Pe3yabTaThl

-

Specification / Hopma

TJIECHEBBIX I'PUOOB

¢) E. coli

Absentin 1 g/
OtcyrctByeT B 1 1

Shall be absentin 1 g/
OrcytcTBue B 1 1

 Ibuprofen / U6ynpoden

9 | Uniformity of dosage units / OqHOpOAHOCTb A03HPOBAHUS

1.2

lThe acceptance value (AV) should bel
not more than 15.0 / Iloka3zarenb
npuemyieMoctu (AV) nomxeH ObITh Hel
oosee 15,0

Paracetamol / [Tapaueramon

1.1

The acceptance value (AV) should be
not more than 15.0 / Tlokasatenb
npuemieMmoctt (AV) pomkeH ObITb He
oonee 15,0

onpeaeieHHe

10 |Assay/ KonuuecTBeHHOE

100.7 mg / 100.7 mr

123.9 mg/ 123.9 mr

90.0mg to 110.0mg of Cp;H;30,
(ibuprofen) per tablet / Ot 90,0 Mr no
110,0 ur Ci3HisO2  (ubympoden) B
Tabnetke

1125 mg to 137.5mg of CsHoNO»
(paracetamol) per tablet / Ot 112,5 Mr
1o 137,5 mr CsHoNO, (napaueramonn) B
Tabierke

Hara: 30.06.2023

Hata: 30.06.2023

11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/AI blister. 1, 2 or 20
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeyanne: IIponykT cooTBeTcTBYET TpeboBanusM HJL 3akawuenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: W ITpoBepeno: Pardeep Kumar g OpnobpeHo: Menemiep / Pykosonurens
Ramakant c:i_—«' Amit Kumar [\ N
Reprint Date: Reprint Date: Reprint Date: @

Jata: 30.06.2023

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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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIW3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykann FOunop®, Tabnetku aucneprupyemsie [uis aeteit], 100 mr + 125 mr

Batch No / V2301061 Batch Quantity / 547.500kg
Cepus Ne : Pasmep cepun :

Analytical Rep(\)’rt No/ 890001671453 Date of Analysis / 30.06.2023
AHanuTu4eckuit otuet Ne : Hara aHanu3za:

Date of Manufacture./ May-2023 Date of E)fpll’y/ Apr-2028
JlaTa npou3BoOACTBa : ['open no :

Analysis performed according ND / Ananu3s nposeaex no HJI: ITN011252/02-150323

Ne ‘ Test / Iloka3zaTennb Results / Pe3yabTaThi | Specification / Hopma

blisters and patient information |blisters and patient information leaflet
leaflet in a carton. / ITo 10 TabneTok |in a carton. / ITo 10 Tabnerok B Gnucrep
B Omucrep u3z I[IBX/Al. Ilo 2|u3 [IBX/AL Ilo 1, 2 unu 20 6aucrepos
‘ 6aucTepa BMecTe C MHCTPYKLHeH Mo | BMecTe c MHCTpPYKIHEH 1o

[NPUMCHECHUIO B NNAa4Ky KapTOHHYHO. NPpUMEHECHUIO B MMAYKYy KapTOHHYIO.

|
12 |Labeling / MapkupoBka According to ND. / B cootBerctBuu ¢ HJI.

13 Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaneHue ‘ B opuruHanbsHol ynakopke (OJUCTEp B AYKe) NMpU TEMIEPATYPE HE BhILlIE
25 °C.

14 [Shelflife / Cpok rogHocTn ‘5 years / 5 ner

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be
absent in the certificate of analysis. / UcnibiTaHHe NPOBOAUTCS TOJbLKO AJs KaxK1od 20-if cepuy nnu A4S OXHOI
cepHU B Iofl, B 3aBUCHMOCTH OT TOI0, YTO HACTYNnHT paHee. Iloka3aTesb MOXKeT OTCYyTCTBOBAThL B cepTHOHKaTE
aHaJM3a.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumevanue: IIpoagykT cooTBeTcTBYeT TpeboBanusm HJL 3akmawuenune: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoiieHo: W [Iposepeno: Pardeep Kumar OnobpeHo: Menemxep / PykoBoautes
Ramakant ci__; Amit Kumar [A(h _;/v—r/,

Reprint Date: Reprint Date: Reprint Date:

Jara: 30.06.2023 Jata: 30.06.2023 Jata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29989, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page 6 of 6/ CTp. 6 13 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Ubykauu YOunop", Tabnetku aucneprupyemsle [ans aereii], 100 mr+ 125 mr

Batch No / V2301061 Batch Quantity / 547.500kg
Cepust Ne : Pasmep cepuu :

Analytical Repclr‘c No / 890001671453 Date of Analysis / 30.06.2023
AnanuTHYecKHi oTueT No : Jlara ananusa:

Date of Manufacture./ May-2023 Date of E)fplry/ Apr-2028

JlaTa npou3BOACTBA : ['onen 1o :

Analysis performed according ND / Ananu3 nposeaex no HJI: [1N011252/02-150323

API name (INN) /

Haumenosanne A®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [TapaueTtamon
API manufacturer batch number / PIBM230100 5043/22-23

Homep cepuu npouzBoautesss ADC:

FP Manufacturer API Batch number /
Homep cepun cy0cTaHIHH FEQA00184 FEQA00169

npousBoauTeasa I'JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,_
Limited, India / Conapa DxTiB India / I1lpn Kpuuna
@apma Caitencus Jlumuren, Unaus | @apmackrotukans Jita., Muaus

API Manufactured by & country /
Ipouszsogurens APC, cTpana:

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanne: [Iponykr coorseTcTBYeT TpeboBanusam HJL 3axiaoyenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBiaeHo: [IpoBepeno: Pardeep Kumar F Onobpeno: Mexnenxep / PykoBOANTEND
Ramakant W > Amit Kumar &7

Reprint Date: Reprint Date: Reprint Date: '

Hara: 30.06.2023 JHara: 30.06.2023 Harta: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



