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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6ykaun IOHn0p®, TabJeTKH Aucneprupyemsle [aas gereii], 100 mr + 125 mr

Batch No / V2400662 Batch Quantity / 542.8 kg
Cepust Ne : Pasmep cepun :
Analytical Report No / 040002504306 Date of Analysis / 26.04.2024
AunanutHyeckuii oTuer Ne : Jata ananusa: U
Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npoH3BOACTBA : I'oneH go :
Analysis performed according ND / Ananus npoeeaen mo HJI: I1 N011252/02-150323
N Test / IlokazaTesn Results / Pe3yJibTaTbl 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 m10CKOLMIMHAPHYECKHE
TabNeTkd  po30BOTO  LBETA  C

BKpAIUIeHUAMH, ¢ (HacKod U pUCKOH
|Ha OJ(HO# CTOpOHE, ¢ XapaKTEPHBIM
| 3a11aXO0M.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnbie JIOCKOIMITHHAPHYECKHE
TabeTku PO30BOI0 I[BETa c
BKparnjeHus MU, ¢ ackoll 1 pUCKOH Ha
OJHOII CTOpOHE, C  XapaKTepPHBIM
3aMaxoM.

2 |Identification /
IToauHHOCTD

Complies as prescribed/
Co0TBETCTBYET

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). /
BpeMeHa  yIep)KUBaHHS  OCHOBHBIX
MHKOB Ha XpoMmarorpamme
UCIIBITYEMOTO ~ pacTBOpa  JIOJDKHBI
COOTBETCTBOBATH BpeMEHaM
yIepXKHUBaHUS ITHKOB Ha
XpoMaTorpaMMe pacTBopa CTaHAApTHBIX
o6pasuos HOynmpodeHa 1 napaneTamona

IIpumeuanne: [pogykT cooTseTcTBYeT Tpebopanusm HJL

(pazmen «KonuyecTBeHHOE
OIIpeNIEICHUEN).
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenue: OJJOGPEHO

Jlara: 26.04.2024

Harta: 26.04.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IoaroroenenprRanjeet Ilporepeno: Santosh Kumar Maurya | Onobpeno: Menenxep)/ PyxoBoauTens

) ] Abhishek Chauhan / //1
Reprint Date: | Reprint Date: Reprint Date: — !

Jara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIMN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

3 | Average weight of tablets / |
Cpennsisi Macca Ta0JIeTOK

[ i

365.5 mg/ 365.5 mr

Complies/CoOTBETCTBYET

357.7 mg to372.3 mg
(365.0 mg +2.0 %). /
Ot 357,7 mr no 372,3 mr
(365,0 mr 2,0 %)

CEPTHDUKAT AHAJIN3A
Page20of 6/CTp. 213 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOunop®, Tabnerku gucneprupyembie [1ust gereii], 100 mr + 125 mr
Batch No / V2400662 Batch Quantity / 542.8 kg
Cepnst Ne ¢ Pa3smep cepuu :
Analytical Report No / 040002504306 Date of Analysis / 26.04.2024
AnaauTuyeckuii oruer Ne : JlaTa ananu3a: T
Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JaTa mpou3BoacTBA @ T'omen go :
Analysis performed according ND / Anaju3 nposegen mo HJI: TIN011252/02-150323
No Test / Iloka3zaTesn Results / PesyabTaTsl Specification / Hopma |

4 |Disintegration /
PacnagaeMocThb

5 |Dissolution / PacTBopenue

00 min 26 sec/ 00 MuH 26 cex

Not more than 3 min /
He 6oiee 3 MuH

101 % to 102 %

99 % to 101%

Not less than 70 % (Q) of Ci3His0:
(ibuprofen) after 30 min / He menee
70 % Q) Ci3H 30,
(ubynpoden) 4epes 30 MuH

Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO,
(napaueramon) uepes 30 MHH

6 |Dispersibility /
JucnepcuocTb

Complies / CooTBETCTBYET

| Uniform suspension passing through the

710 pm sieve is formed / Ob6pasyercs
OJHOPOJHAsT CYCIEH3Us, NPOXOAAILas
4yepe3 CHTO C pa3MepoM OTBEPCTHi
1710 MKM

7 |Related substances / PoacTBeHHEBIE IPHMeECH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Iponykt cooTBeTCTBYeT TpeboBaHuaM H/J 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Ranjeet IIposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep/ PykoBomutens

b (B> Abhishek Chauhan //
Reprint Date: Reprint Date: Reprint Date: e ’
Hara: 26.04.2024 Hara: 26.04.2024 Hara: 26.04.2024
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann FOuuop®, Taénerku aucneprupyembie [ais aereii], 100 mr + 125 mr

Batch No / V2400662 Batch Quantity / 542.8 kg
Cepust Ne : Pasmep cepum :

Analytical Report No/ 040002504306 Date of Analysis / 26.04.2024
AHanuTHYecKH#H oTdeT No @ JlaTa aHanu3a:

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npou3BoACTBA : T'open o :

Analysis performed according ND / Anann3 nposefen mo HJI: IIN011252/02-150323

Ne Test / Iloka3aTenn ‘ Results / PesyiabTaTnl Specification / Hopma
Method 1 / Meton 1 0.001% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
OnpeneneHue coAepKatus 4-amuHOGEHON (npuMech
4-amuHO(deHoa ‘ napaiietamona) - He 6onee 0,005 %
Method 2 / Meton 2 ' Any individual unidentified impurity of
Ibuprofen and Paracetamol | 0.10% ibuprofen or paracetamol - not more than
'unidentified impurities / ,I 0.2%
Onpenenenue EnvavuHast  HeuJeHTHQUUHPOBaHHAS
HEWICHTH(PHULMPOBAHHBIX npuMech noynpodena HITH
npuMeceit ubynpodena u napanetamorna - He 6onee 0,2 %
P TaLiid
Total impurities (Method ‘Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.10%
npumecedt (Meron 1 +
Merton 2)

8 |Microbial limits* / MukpoOHnoJlornyeckas Yucrora*
a) Total aerobic microbial NA Not more than 10° CFU/g /
count / O61ee yncno He 6onee 10° KOE/r
aspobHBIX
MHKPOOPraHu3MOB

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoxykr cooTBeTcTBYeT Tpebosanusam HJI

Opinion : APPROVED
Saxmouenne: OJJOBPEHO

Prepared by /
IMoarororneno: Ranjeet

Checked by /
[Ipoeepeno: Santosh Kumar Maurya

U

Approved by: Manager/EXecutive /
OnobpeHo: Mene,u}icea/ yxoso?{renb
Abhishek Chauhan

Reprint Date:™
Jlara: 26.04.2024

Reprint Date:
Jlara: 26.04.2024

Reprint Date:
Hata: 26.04.2024

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: maii@drraddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HGyxaun FOnnop®, Tabnerxu qucneprupyembie [as peteii], 100 mr + 125 mr

Batch No / V2400662 Batch Quantity / 542.8 ke
Cepna No . Pa3mep cepuu :

Analytical Repo:’t No/ 040002504306 Date of Analysis / 26.04.2024
AHaanTu4eckuii oTuer No : JlaTa agaqnza:

Date of Manufacture / 04/2024 Date of Expiry/ 03/2029
JlaTa npou3BOACTBA : Togex no :

Analysis performed according ND / Auayu3 nposegen mo HJI: IT N011252/02-150323

Ne Test / Iloxka3zaTenanb

Results / PeaynbTaThl

Specification / Hopma

b) Total combined yeasts
and mould count / Obiiee
YKCIIO JPOMOKEBBIX U
TUIECHEBBIX MPUOOB

NA

Not more than 10° CFU/g /
He 6onee 102 KOE/r

¢) E. coli

NA

Shall be absentin 1 g/
OrcyrctBue B 1 r

9 | Uniformity of dosage units / O1HOPOAHOCTH J03HPOBAHHUA

Ibuprofen / U6ynpoden [ 1.5 The acceptance value (AV) should be not
| more than 15.0 / [Iloxasarens
| npuemieMoctd (AV) fomxeH OBITH He

6onee 15,0
Paracetamol / ITapaneramon 1.5 The acceptance value (AV) should be not
more than 150 / Ilokasarens
npyemieMocTd (AV) JomkeH ObITH HE

boiee 15,0
10 |Assay / KonimyecTBeHHOE 100.5 mg / 100.5 mr 190.0 mg to 110.0mg of Ci3HisO,

onpeaeJieHue

124.4 mg/ 124.4 mr

(ibuprofen) per tablet / Ot 90,0 Mmr no
[110,0 mr Ci;3HisO2 (ubympoden) B
| TabneTke

|112.5mg to 137.5mg of CsHoNO;
| (paracetamol) per tablet / Ot 112,5 Mr 1o
[137,5Mr CgHoNO, (mapameramon) B

Remarks : The Product conforms

to ND/

ITpumeuanue: [poaykT coorBeTcTBYET TpeboBanusaM HJT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneHo: Ranjeet IIposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / Pykosozures

Y }\f—- Abhishek Chauhan / ; 7“
Reprint Date: Reprint Date: Reprint Date:

Hata: 26.04.2024

Jara: 26.04.2024

Jarta: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxann IOunop®, tabnerku aucneprupyemsie [1is gereii], 100 mr + 125 mr

/ . I3
Batch No / V2400662 Batch Quantity / 542.8 kg
Cepus No : Pasmep cepun :
Analytical Repo:‘t No / 040002504306 Date of Analysis / 26.04.2024
AHaguTHYecKHii oTyeT No : JlaTa anajuza:
Date of Manufacture / 04/2024 Date of Expiry / 03/2029
Jata npou3poacTsa : Topen go :

Analysis performed according ND / Anasus nposeaen no HJI: I1 N011252/02-150323

|

Specification / Hopma

and patient information leaflet in a
carton. / ITo 10 Tabnetok B Gmictep
u3 [IBX/AL. Io 2 6aucrepa BMecTe ¢
UHCTpYKLIHEH 1O NpPUMEHEHHIO B
MayKy KapTOHHYIO.

Test / IlokazaTenan Results / PeyanTaTht
TabneTke B
11 |Package / Ynakoska 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/ALl blister. 1, 2 or 20
|

blisters and patient information leaflet in
a carton. / Ilo 10 Tabnetok B 6iuctep U3
IMBX/AlL TIlo 1, 2 unu 20 Giucrepos
BMECTE C HHCTPYKLHEH [10 IPUMEHEHUIO
B Ma4Ky KapTOHHYIO.

12 |Labeling / MapxupoBka According to ND. / B coorBercTBuu ¢ H]I.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opurrHanbHoii ynakoBke (6auctep B mayke) Mpu TEMIEPATYPE He BhIIIE
25 °C.
14 |Shelf life / Cpoxk rogaoctu |5 years /5 et |

* 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. / HcnpiTaHHe IPOBOAUTCS TOIBLKO IS KAXKA0H 20-i cepnM HJIM 1Jis1 OXHOJ CEPHH B
rofi, B 3aBUCHMOCTH OT TOI'0, YTO HACTYIUT panee. IlokasaTejb MOKeET OTCYTCTBOBATH B cepTHQUKATE aHAIA3A,

Remarks : The Product conforms to ND/

ITpumeuanue: [TpoaykT cooTBeTcTBYET TpeGoBanusam HJT
Prepared by / Checked by /
IMoarotosneno: Ranjeet ITpoBepeno: Santosh K

(10 |

Reprint Date:
Hata: 26.04.2024

Opinion : APPROVED
3axmouenue: OJOBPEHO
Approved by: Manager/Hxecutive /
OnobpeHo: MeHB,B,H(EE}/ PykoBoanrens
Abhishek Chauhan

mar Maurya
A<

_—

Reprint Date: Reprint Date:
JHata: 26.04.2024 Hara: 26.04.2024
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

HMGykann IOuuop®, Taénerku aucneprupyempie [nuis aereii], 100 mr + 125 mr

Batch No / V2400662 Batch Quantity / 542.8 kg
Cepus No : Pasmep cepuu :

Analytical Rep0ft No/ 040002504306 Date of Analysis / 26.04.2024
AnamurHdyeckuii oryer Ne : JlaTa aHaJM3a:

Date of Manufacture / 04/2024 Date of Expiry / 03/2029
JlaTa npou3BOACTBA : I'omen g0 :

Analysis performed according ND / Auanu3s nposesnen no HJI: IT1N011252/02-150323

npouspoautess I'JID:

API name (INN) /

Hamnvenosanne A®C (VIHH): Ibuprofen / U6ynpoden Paracetamol / [lapaeramon
API manufacturer batch number / PIBM230459 APAPE2023060685
Homep cepuu npoussoautesss ADC:

FP Manufacturer API Batch number /

Homep cepun cyGeTaHmmun FEQA00659 FEQA00345

API Manufactured by & country /
Ipouzsoaurens ADPC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®dapma Caiiercus Jlumuren, Maaus

Granules India Ltd., India /
I'panynec Uupus JIta., Uuous

Remarks : The Product conforms to ND/

IIpumeuanue: [TpoayxT coorsetcTBYET TpeboBanusam HJI

Opinion : APPROVED
3axniouenne: OJJOBPEHO

Prepared by /
IMoxgrorosneHo: Ranjeet

Checked by /

Approved by: Manager/Exgcutive /

Iposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep / Pykosoaijresns
'(f' Abhishek Chauhan /
5/

Reprint Date:

Hara: 26.04.2024

Reprint Date:
Hara: 26.04.2024

i

Reprint Date:
Jara: 26.04.2024
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