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CEPTHUO®UKAT AHAJIM3A
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Vill. Khol, Nalagarh Road, Baddi,
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Page 1 of 5/Crp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykann FOunop®, TabaeTkn aucneprupyemele [nas aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2300528

Batch Quantity / O6bem napruu : 547.500kg

890001653400

Analytical Report No / Ananntuuecknii order Ne :

Date of Analysis / JlaTta ananu3za: 31.03.2023

Date of Manufacture / laTa npou3zBogctsa : Mar-2023

Date of Expiry / Cpok roguoctu : Feb-2028

Analysis performed according ND / Anaan3s nposeges mo HJI: [T NO11252/02-041021

Ne Test / Iloxa3aTeanb

Results / PezyngaTbl

1 Description / Onucanue

2 Tdentification /
IloaaMHHAOCTD

one side and characteristic odor. /
Kpyribie
rabneTk  po3oBOoro  IBeTa
0IHOI

€ XapaKTepHbIM 3araxoM.

rockoUunHapiHeckneKpyribe
crabneTkn
BKpanaeHnsiMy, ¢ Gpackoii v pucKol HaBkpannenuamit, ¢ Gackoii n puckoii Ha
CTOPOHE, OAHOI

Specification / Hopma |

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. /
[IOCKOIHITHHAPHYECKHE,
po30BOrO LBeTa ¢

CTOPOHE,
C XapaKTEePHBIM 3aMaXOM.

Complies as prescribed/
CoorBetcTBYET

The retention times of the main peaks
on the chromatogram of the test
golution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
NEpAKIBAHITST OCHOBHBIX MHKOB Ha
Xpomarorpamme HCTBITYEMOTO
pacTBOpa JOMKHBI COOTBETCTBOBATH

[BpeMEHAM  YACPHKHUBAHUS [HKOB HY
Xpomarorpamme pacTsopa
CTaHIapTHLIX 00pa3stoB noynpodexa
i mapaieramona (pazaen

«IKonuecTBEHHOR ONpeaeieHHED).

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponyxr coorseTcTBYET TpeboBanusaM H/L

Opinion : APPROVED
3akmouenne: OJIOGPEHO

Prepared by /
IloarorosieHo:
Naresh Kumar

(e

Checked by /
[IpoBepeno: Pardeep Kumar
p

=

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykarannTenn Abhﬁhck Q{ha,uhan

Reprint Date:
Jara: 31.03.2023

Reprint Date:
Jara: 31.03.2023

Reprint Date:
Jata: 31.03.2023

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
CEPTUD®UKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6ykaun FOunop®, TabeTkn aucneprupyembie [nas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300528

Batch Quantity / O6bem naprun : 547.500kg

890001653400

Analytical Report No / AnanuTuyeckuii oTuer No :

Date of Analysis / [lTaTta anammsa: 31.03.2023

Date of Manufacture / /lata npousBoacrsa : Mar-2023

Date of Expiry / Cpok rognoct : Feb-2028

Analysis performed according ND / Anann3 nposeaen no HI: T1N011252/02-041021

Test / IToka3zaTesb

e

Results / Pe3yibTaThl

Specification / Hopma

3 Average weight of tablets /
Cpenusist Macca TabJIeTOK

364.2 mg/ 364.2 Mr

Complies/cooTBETCTBYET

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

4 Disintegration / 00 min:26 Seconds/00 muH 26 Sec [Not more than 3 min /

! PacnanaeMocTh He 6onee 3 muH

5 Dissolution / 100% to 102 % Not less than 70% (Q) of Ci3HsOdl

, PacTrBopeHue (ibuprofen) after 30 min / |

| He wmenee 70 % (Q) CisHizOz

‘ (ubynpoden) yepes 30 MuH

| 99% to 100% Not less than 70% (Q) of CgHyNO;

| (paracetamol) after 30 min /

| He wmenee 70 % (Q) CsHoNO;

| (napaueramon) 4yepe3 30 MUH

ﬁ Dispersibility / Complies / CoOTBETCTBYET Uniform suspension passing through
JucnepcHOCTD the 710 um sieve is formed

O0pasyeTcst OZHOPOAHAA CYCTICH3HA,
npoxoasuian HEpes CUTO ¢ pasMepoM
oTBepeTii 710 MM

[ Z]

Tl"est / TlokazaTen

"Results / Pe3yibTaTh

Specificati_onTH_opMa

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootBeTcTBYET Tpebosanusm HJI

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Prepared by / .
ITogrorosnexo:

Naresh Kumar o=

Checked by /
ITpoeepeHo: Pardeep Kumar

o -

Approved by: Manager/Executive /

Onobpeno: Menemskep /

PykoBogutens Abh"ishe Chauhan
gy

Reprint Date:
Hara: 31.03.2023

Reprint Date:
Jara: 31.03.2023

Reprint Date:
Hata: 31.03.2023

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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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

CEPTHOUKAT AHAJTH3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmmn FOnnop®, TabueTkn Ancneprupyembie [mus gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300528

Batch Quantity / OGbem naptiu : 547.500kg

890001653400

Analytical Report No / AHanuTHuecKuii oTier Ne :

Date of Analysis / Jlata anaausa: 31.03.2023

'Date of Manufacture / JlaTa npoH3BOACTBA : Mar-2023

Date of Expiry / Cpok roasocts : Feb-2028

Analysis performed according ND / Ananns nposejen no HJL: ITN011252/02-041021

7  Related substances / |
PoncTBeHHBIE IPUMECH

Method 1/ Meron 1 —
Determination of 4-Amino
Phenol content / Onpezenenue
COZIEPKAHUS COZlepHKaHHs
4-amuHOdeHona

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Ompezenenue
HEUIEHTU(UITUPOBAHHBIX
npumMeceii ubynpodena u
L mapaneramosa

0.00004%

0.08%

0.08%

4-aminophenol (paracetamol impurity) /
4-amuHOGEHON (TPUMECH NapaleTamora)
. not more than 0.005% / He 6onee 0,005
%o

Any individual unidentified impurity of]
(ibuprofen or paracetamol) / Enunn4Hasi
HeuAeHTHQHUIUPOBaHHASA MpUMech
n6ynpodeHa Uy napaleramona -

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

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

Remarks : The Product conforms to ND/

ITpumeuanue: [Tponykr coorBeTcTBYeT TpeGosannsm HIL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / \
IToaroToBEHO: @

Naresh Kumar

Checked by /
IpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
Pyxosoaurtens Abhjshek Chauhan

Reprint Date:
Jara: 31.03.2023

Reprint Date:
Hara: 31.03.2023

Reprint Date:
JaTa: 31.03.2023

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
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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 AHAJIU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOunop®, TabaeTKu aucneprupyemsie s aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300528

Batch Quantity / O6nem napruu : 547.500kg

890001653400

Analytical Report No / AHanuTHyeckuii oT4yer Ne :

Date of Analysis / [laTa anaau3za: 31.03.2023

Date of Manufacture / JJaTa npou3BoacTsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Anann3 nposened mo HJI: TT NO11252/02-041021

18 Microbial limits / |
[:l\znkpoﬁnonomqecxaﬂ
HCTOTA
\a) Total aerobic microbial
count / Obuiee yncio
a3poOHBIX MUKPOOPraHM3MOB

|b) Total combined yeasts and
mould count / Ob1ee Yucno
[IPONOKEBBIX W MIIECHEBBIX

Less than 100 CFU/g/
Meuee 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 60nee 100 KOE/r

rpu6oB Shall be absent in 1g/ OtcyTcTBUE B 1 T
Absent
¢) E. coli .
0 Uniformity of dosage units / Acceptance value (AV) should be not
OIHOPOAHOCTH J03HPOBAHHSA 1.3 more than 15.0 / Ilokazatenh
npremaeMocTd (AV) nomkeH ObITH HE
- Ibuprofen / ubynpodex onee 15,0 |
Acceptance value (AV) should be not
more than 15.0 / TIlokasatens
1.2

- Paracetamol / mapaueramon |

npuemyieMocti (AV) nomkeH ObITh He
Lionee 15,0

Remarks : The Product conforms to ND/

Hpumeuanue: [Iponykt cootBeTcTBYeT Tpebosaniam HII

Opinion : APPROVED
Zakmouenne: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Naresh Kumar

P

Checked by /
[Iposepeno: Pardeep Kumar

o

Approved by: Manager/Executive /
Onobpeno: Menemwiep /
PykosozuTes Alﬂ}ishekj\Chauhan

Reprint Date:
Jata: 31.03.2023

Reprint Date:
JHata: 31.03.2023

Reprint Date:
Jara: 31.03.2023
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Dr. Reddy's Laboratories Lid.
Formulzation Unit-6

Vill, Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P,, 173 205, IND{A
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykanu FOunop®, TabseTku aucneprupyemsie [aas aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2300528

Batch Quantity / O6bem naptuu : 547.500kg

890001653400

Analytical Report No / AnamuTuyecknii oryet No :

Date of Analysis / [lara anamusa: 31.03.2023

Date of Manufacture / JlaTta npoussoacTsa : Mar-2023

Date of Expiry / Cpok rognocru : Feb-2028

Analysis performed according ND / Ananu3 nposeaen nmo HJI: [1N011252/02-041021

10 Assay / KosmmuecTBeHHOE 90.0 mg t0 110.0 mg of C13H130:
onpeaeeHue (ibuprofen) per tablet /
100.4 mg /100.4 mr Ot 90,0 Mr no 110,0 mr Ci3Hi302
(nbynpodeH) B TabneTke
112.5 mg to 137.5 mg of CsHyNO»
' 124.1 mg/ 124.1 mr (paracetamol) per tablet /
O71 112,5 mr o 137,5 mr CgHoNO,
- (napaueramon) B Tabierke
11 Package / YnaxoBKka 10 tablets in PVC/Al blister. 210 tablets in PVC/AI blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in aj
leaflet in a carton pack. / ITo 10carton pack. / ITo 10 Tabnetok B Ganctep
Ta0nerox B 6aucTep U3 TIBX/Aljs TIBX/AL ITo 1, 2 wu 20 Onmerepo
Mo 2 OGuucrepa BMecCTe — CBMECTE C MHCTPYKIUEH N0 NPUMEHEHUIO ﬂ
MHCTPYKIIeii M0 MPUMEHEHUIO BMAvKy KaApTOHHYIO.
NAYyKy KapTOHHYIO. ‘ _
12 [Labeling / MapkupoBKa IAccording to ND. / B coorBerctBuu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHue /
B opuruHaibHOM ynakoBke (6nucTep B mayke) MpHU TEMIEPATYPE HE BBILIE
25 °C. |
14 Shelf life / Cpok rognocta |5 years /5 ner ]

Remarks : The Product conforms to ND/
ITpumeyanue: [TpoxykT cooTBeTCTBYET TpeboBaHusaM HJT

Opinion : APPROVED
3akimoyenune: OJIOBPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /
Ilomrorosneno: @ ITpoBepeno: Pardeep Kumar Onobpeno: Menemxep /

Naresh Kumar — f Pykoroautens Abl@ilx Chauhan
Reprint Date: Reprint Date: Reprint Date: =

Hara: 31.03.2023 Hata: 31.03.2023 Jara: 31.03.2023
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