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Page10f6/CTp.1u36

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yknus F0HHOp”™, TabneTku aucneprupyemsie [is aeteii], 100 mr + 125 mr

Eatch No{ V2302090 Batch Quant1ty'/ 545.000 kg
epus Ne : Pazmep cepui :

Analytical Repgrt No/ 890001697266 Date ofAnaly.s1s / 31.10.2023
AnamuTtrdeckuit oTueT Ne : Jlata ananuza:

Date of Manufacture / 09/2023 Date of Expiry / 08/2028
JlaTta mpou3BOACTBA : I"open no :

Analysis performed according ND / Ananu3z npogenen mo HI: IT N011252/02-150323

Ne Test / ITokazaTeanp

Results / PezyabTaTthl

Specification / Hopma

|

1 |Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrnsle  MmIoCKOUMIMHIPUIECKHE
TabJIETKM  PO30BOTO  I[BETa C

BKpAIJICHUsIMH, ¢ (Gackoli U pHCKOil
Ha OJHOH CTOpPOHE, C XapaKTEpHBIM
| 3ar1aX0M.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie MTOCKOUMIUHIPHUECKUE
TabNeTKu PO30BOro LBeTa c
BKpaILICHUAMH, ¢ (ackoil U pHCKOH Ha |
OOHOH CTOpPOHE, C  XapaKTePHBIM |
3amaxoMm.

2 |Identification /
IloanuHHOCTD

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 (Assay section). /
Bpemena  yaepxkuBaHHS  OCHOBHBIX
MUKOB Ha XpoMaTorpamme
WCOBITYEMOTO  pacTBopa  JOJDKHBI
COOTBETCTBOBATh BpeMeHaM
yIOepKUBAHUSA TTHKOB Ha
XpOMATOrpaMMe pacTBOpa CTaHAaPTHBIX
o6pa3iuoB ubynpodeHa U napaieramona
(paznen «KonnuectBeHHOE
OIpEeIeIICHUEY).

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykt cooTBeTCTBYET TpebopaHusiM HJL

Opinion : APPROVED
3axkmwouenne: OJOBPEHO

Hata: 25.01.2024

Jlata: 25.01.2024

Prepared by / @A Checked by / Approved by: Manager/Executive /
TlonrorosneHo: e IIposepeno: Pardeep Kumarsj,/ Onobpeno: Menemkep / Pykosoautens
Santosh Kumar Maurya Manoj Kumar }ﬁ

‘ : ( L
Reprint Date: Reprint Date: Reprint Date:

Hara: 25.01.2024

Recistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2993, Email: mail@drreddys.com

CIN: L35195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A
Page2of 6 /Ctp.21u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxaun IOnuop”, Tabnetku aucneprupyembie [mns geteit], 100 mr + 125 mr
Batch No / V2302090 Batch Quantlty./ 545.000 ke
Cepust Ne : Pasmep cepum :
Analytical Repgrt No/ 890001697266 Date of Analysis / 31.10.2023
Ananutnyeckuit orueT Ne : JlaTa aHanu3a:
Date of Manufacture / 09/2023 Date of Expiry / 08/2028
Jlata mpou3BOJCTEA : I'oneH g0 :

Analysis performed according ND / AHanus nposenex no HJI: ITN011252/02-150323

Ne

Test / IloxazaTennb

Results / PesyabTaThI

Specification / Hopma

3

Average weight of tablets /
Cpeansis macca Ta0JIeTOK

364.9 mg/ 364.9 mr

Complies/CooTBETCTBYET

357.7 mg to 372.3 mg
(365.0 mg £ 2.0 %). /
Ot 357,7 Mr o 372,3 Mr

OJIHOPOJIHASL CYCNEH3Us, NpOXOoAslas
yepes CHTO € pa3MepoM OTBEpPCTUH
710 MKM

I (365,0 Mr + 2,0 %)
4 |Disintegration / 00 min 33 sec / 00 mun 33 cek [ Not more than 3 min / [
Pacnapgaemocthb He 6onee 3 Mun f
5 |Dissolution / PacTBopenue 97 % to 100 % Not less than 70 % (Q) of Ci3Hi30,|
(ibuprofen) after 30 min / He meHee
70 % Q) Ci3H150:
(ubynpoden) uepes 30 MUH
96 % to 98 % Not less than 70 % (Q) of CgHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHyNO;
(napauetamon) yepe3 30 MUH
6 |Dispersibility / Complies / CooTBETCTBYET Uniform suspension passing through the
JducnepcHOCTD 710 pm sieve is formed / Obpasyercs

Remarks : The Product conforms to ND/
IIpumeuanne: [Tponykt coorBeTcTBYeT Tpeboanusm HJL

Opinion : APPROVED
3axmiouenue: OJOBPEHO

Prepared by / 4
IlogroroBaeHo: @‘*

Santosh Kumar Maurya

Checked by /
[Mposepeno: Pardeep Kumar 1’-‘

[

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pyxoao?n'renb

Manoj Kumar mﬁﬁ"——

Reprint Date:
Hara: 25.01.2024

Reprint Date:
Hara: 25.01.2024

Reprint Date:
Hata: 25.01.2024

Resistorad Office: 2-2-337, Road o, 2, Banjara Hills, Hyderabad - 500034, Telanzana, India
(2000 20040, Fae -21 40 4800 2999, Ermail mail@drreddya.com

Rogisi
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CliM: LBES195AP1534PLCO0AL0T
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel 1 +91 93166 56001-02
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

H6yknnn IOuuop”, Tabnetku aucneprupyemsie [ s aeteit], 100 mr + 125 mr

Batch No{ V2302090 Batch Quantlty./ 545.000 kg
Cepus Ne : Pasmep cepuu :

Analytical Repclrt No/ 890001697266 Date of Analysis / 31.10.2023
AHanutu4eckuii otyet Ne : Jata aganuza:

Date of Manufacture / 09/2023 Date of Expiry/ 08/2028
JaTta npousBojcTBa : Togen po :

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

7 ‘Related substances / PoacTeeHHble npuMecH

Method 1/ Mertop 1
4-Aminophenol content /
Onpenenexne coaepxaHus
4-amuHOdeHONA

- 0.0002%

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

4-amuHOdEHON (npumecs
napareramona) - He 6onee 0,005 %

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpeznenenne
HeUAEeHTHHLIHPOBAHHBIX
npumMeceil ubynpocdena u
napaueTamMmona

BDL (disregard Limit 0.05%)

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

0.0002%

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

EnuHuyHasT  HEWASHTUUIHPOBaHHAS
IPUMeECh ubynpodena WU
napareramona - He 6onee 0,2 %

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

Microbial limits* / Mukpo6uonornyeckasi Yynecrora®

a) Total aerobic microbial
count / Ob1wee yucio
a3poOHEBIX
MHKpPOOPTaHH3MOB

NA

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

Remarks : The Product conforms to ND/
Ilpumevanne: IIponykr coorBeTcTBYeT TpeboBanusm H]T

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / & Checked by / Approved by: Manager/Executive /
IToarorosnexo: IIposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoiMTEN L
Santosh Kumar Maurya nﬂﬂ, Manoj Kumar \m}ﬂyj
Reprint Date: Reprint Date: Reprint Date: |

Hara: 25.01.2024

Hara: 25.01.2024

Hara: 25.01.2024

Rezistered Office: 8-2-337, Road Mo

2, Banjara Hills. Hyderabad - 500034, Telangana, india

Tel: +91 40 4800 2900, Fax: +91 40 4300 2259, Email: mail@drieddys.com

CIN: L35195AP1934PLCO04507
www.direddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
Page4 of 6/ CTp. 4 u3 6

Product: Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxmmn KOurop®, Tabnetkn aucneprupyembie [ aeteit], 100 Mr + 125 mr
Batch No / Batch Quantity /
Ceprs Ne ; V2302090 PasMep cepun ; 545.000 kg
Analytical Repcirt No/ 890001697266 Date of Analysis / 31.10.2023
AHanutudeckuii oryeT Ne : Jlata aHanu3za:
Date of Manufacture / 09/2023 Date of Expiry / 08/2028
JlaTa npou3BoJIcTBA ! T'oneH Jo :

Analysis performed according ND / Ananu3 nposeaen no HJ: 1 N011252/02-150323

onpegejeHue

123.8 mg/ 123.8 mr

Remarks : The Product conforms to ND/
Ipumeuanue: Ilponykr coorBeTcTByeT TpeboBanusm HJT

b) Total combined yeasts NA Not more than 10° CFU/g /

and mould count / Obmiee He 6onee 10 KOE/r

YHCITO IPOXIKEBBIX U

IUIECHEBBIX TPUOOB

¢) E. coli NA Shall be absentin 1 g/
OtcyrcTBUE B 1 T

9 |Uniformity of dosage units / OgHOpPOAHOCTDH A03HPOBaAHMSA

Ibuprofen / Ubynpoden 1.3 The acceptance value (AV) should be not
more than 15.0 / Ilokasareis|
npuemnemMocti (AV) noibkeH OBITH He
oonee 15,0

Paracetamol / ITapaneramon 1.2 The acceptance value (AV) should be not
more than 150 / [lokasartens
npuemieMocta (AV) nomxeH ObITH He
6oiee 15,0

10 |Assay / KonndecTBeHHOe 100.2 mg/ 100.2 Mr 90.0mg to 110.0mg of Ci3HisO;

(ibuprofen) per tablet / Ot 90,0 Mr mo
110,0 mr C3HisO2 (ubympoden) B
tabyerke

112.5mg to 137.5mg of CgHoNO;
(paracetamol) per tablet/ Ot 112,5 mr 1o
137,5mr CgHoNO:; (mapaueramos) B
Tabnerke

Opinion : APPROVED
3axaouenune: OJJOBPEHO

Prepared by /

IloaroroBneHo: ﬁ:‘

Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / P_yxoaoﬁx-rrenb

Manoj Kumar }h ;

Reprint Date:
Jlarta: 25.01.2024

Reprint Date:

Jara: 25.01.2024

Reprint Date:
Jlata: 25.01.2024

Remistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax. +01 40 4900 2999, Email: mailid drreddys.com

CIN: L85185API9R4PLE004507
www drieddys.com
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Dr. Reddy's Laboratories 1td
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sulan, H.P., 173 205, INDIA
Tel : +91 53166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A
Page50f6/Ctp.5u36

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HU6ykmun IOrnop”, Tabnetku nucneprupyemsle [mis gereii], 100 mr+ 125 mr
Batch No{ V2302090 Batch Quantlty./ 545.000 kg
Cepus Ne : Pasmep cepun :
Analytical Repgrt No/ 890001697266 Date of Analysis / 11.10.2023
Ananurudeckuii otyet No : JlaTa ananusa:
Date of Manufacture / 09/2023 Date of Expiry / 08/2028
Jara npouzBoacTsa : I"ogeH po :

Analysis performed according ND / Ananu3z nposezes no HJI: IT N011252/02-150323

il Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20
and patient information leaflet in a|blisters and patient information leaflet in
carton. / ITo 10 tabnerox B Gnucrep |a carton. / ITo 10 Tabnerok B 6ucrep uz
u3 [IBX/AL Ilo 2 6nuctepa Bmecte ¢ | [IBX/Al Ilo 1, 2 umu 20 6aucrepos
MHCTPYKI[ME#l M0 MPUMEHEHHIO B|BMECTE C MHCTPYKIIMEN 110 IPUMEHEHHIO
nayKy KapTOHHYIO. | B mayuxy KapTOHHYIO. ‘

1
12 |Labeling / MapkupoBKa According to ND. / B cootBerctBuu ¢ HJI. r
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. / i
Xpanenne B opurrHanbHO# ynakoBke (6aucTep B IaUKe) IIpy TEMITEPATYpPe He BbILIEe i
- 25 °C.
| 14 |Shelf life / Cpox rogHoctn |5 years /5 net

* 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. / HenbITaHHe NPOBOIUTCS TONLKO I Kaxkaoi 20-H cepuu MIIM /19 OAHOM cepuH B
ro, B 3aBHCHMOCTH OT TOT0, 4TO HacTynut paHee. [loka3aTes MoKeT OTCYyTCTBOBAThL B CepTU(HKATE aHAIH3A.

Remarks : The Product conforms to ND/
IIpumeyanue: IIpogykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmaroyenue: OJIOBPEHO

Prepared by /

IToAroTOBIIEHO: @\—’

Santosh Kumar Maurya

Checked by /
IIpoeepeno: Pardeep Kumar

_.—-—‘)

Approved by: Manager/Executive /
Opnobperno: Meremxep / Pyxoao;lf-rrenb

Manoj Kumar l'}hgl m

Reprint Date:
Hara: 25.01.2024

Reprint Date:
Hara: 25.01.2024

Reprint Date:
JHara: 25.01.2024

Reristered Office: 8-2-2337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tol +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1284PLCO0507
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

wuny, drreddys.com
CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Page 6 of 6 / CTp. 6 u3 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun FOunop®, Tabnetku aucneprupyembie [as gereit], 100 mr + 125 mr
]éatch No / V2302090 Batch Quantlty./ 545.000 kg
epust No : Pa3zmep cepun :

Analytical Rep(zrt No/ 890001697266 Date of Analysis / 31.10.2023
Ananutuyeckuii otyeT No : JlaTa ananuza:
Date of Manufacture / 09/2023 Date of Expiry / 08/2028
Jata npon3BoACTEa : I'ogeH po :

Analysis performed according ND / AHanu3 nposeznes no HJI: I1 N011252/02-150323

API name (INN) /
Hamnmenosarme AGC (VIHH): Ibuprofen / U6ynpoden Paracetamol / Ilapanietamon
API manufacturer batch number / PIBM230318 APAPE2023060682
Homep cepun mpounspogurtena ADC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIuu FEQA00402 FEQA00329
npoussoauTesns [JID:

Solara Active Pharma Sciences Granules India Ltd., India /
AP1 Manufactured by & counfry/ Limited, India / Conapa DkTuB I'panynec Unaus JIta., Uuaus
Ipoussomutens ADC, crpana: ®dapma Caitencnz Jlumurten, Unaus

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanne: [TpoxykT coorBeTcTBYET TpeOoBaHMIM HJT

3akmouenne: OJJOBPEHO

Prepared by / % Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [IpoBepeno: Pardeep Kumar ( Onobpeno: Menemkep / PykoBoauTens
Santosh Kumar Maurya S = Manoj Kumar \M
Reprint Date: Reprint Date: Reprint Date:

Jara: 25.01.2024 Iara: 25.01.2024 Jara: 25.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 5ULU34, telangdhd, hikd
Tel. 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CHN: LS5195AP1934PLC0O04507
www.drreddys.com




