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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykaun FOuuop®, TabaeTky aucneprupyemble s aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300648

Batch Quantity / O6bem naprun : 536.850kg

890001659106

Analytical Report No / Ananutudeckuii oryer Ne :

Date of Analysis / laTa ananu3za: 29.04.2023

Date of Manufacture / Jlara npou3Boactaa : Mar-2023

Date of Expiry / Cpok rogHocrs : Feb-2028

Analysis performed according ND / Anasu3 nposeaen o HJL: TT N011252/02-041021

Ne Test / IlokazaTeJb Results / Pe3yabTaThl |S_pecification / Hopma J

1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablet
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. /  one side and characteristic odor. /
Kpyrnsie  miockowmmnsapuyeckneKpyribsie  MIOCKOUHAHHIPHYECKITE
TabneTK#  pO30BOrO  1BeTa  CrableTkd  poO30BOrO  UBETa €
BKparnieHusmMu, ¢ hackoit v puckol HapkpanneHuamMu, ¢ dackoii u puckoii Ha
OAHOI CTOPOHE,OAHOI CTOPOHE,
C XapaAKTEPHALIM 3aTIaXOM. ¢ xapakTepHbLIM 3anaxom.

2 Identification / Complies as prescribed/ The retention times of the main peaks

IMoJJIMHHOCTD CooTBeTCTBYET on. the chromatogram of the tesl

solution should correspond to the
retention times of the peaks on the
chromatogram  of ibuprofen and
paracetamol  reference slandards‘
solution (section Assay). / Bpemena
VAePKIBAHNSA OCHOBHBIX MHKOB Ha
XpoMaTorpamme HCMBITYEMOTO
pacTBOpPa JIOJUKHBI COOTBETCTBOBATH
BpeMeHaM  yAepPAKUBAHHS THKOB Ha
Xpomarorpamme pacTeopa
crangapTaslx 00pazios ndynpodena
" napaueramona (pazaen
«KonuuecTeeHnoe onpeieaeHnen).

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykr cooteTcTBYET TpebosanusamM HJI

Opinion : APPROVED
3axirouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHO: , IIposepeno: Pardeep Kumar Onobpeno: Menenxep / . Q
Ramakant Pykosoantens Manoj Kumar

Reprint Date: Reprint Date: Reprint Dale:

IMara: 29.04.2023 Jata: 29.04.2023 Hara: 29.04.2023

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: L85195AP1984P.C004507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOunop®, TabeTku aucneprupyembie [1s gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300648

Batch Quantity / O6bem napTuu : 536.850kg

890001659106

Analytical Report No / ApanuTndeckuii oryer Ne :

Date of Analysis / laTa ananuza: 29.04.2023

Date of Manufacture / JaTa npoussoacTsa : Mar-2023

Date of Expiry / Cpok rogHoctu : Feb-2028

[Analysis performed according ND / Ananun3 nposeaen no HJI: TIN011252/02-041021

Ne  Test/ ITokasatens

Results / PesyfleaTbl

|Speciﬁcation / Hopma

3 'Avera_lge weight of tablets /
Cpennsist macca Taby1eToK

4 Disintegration /
PacnagaeMocTh

363.6 mg/ 363.6 Mr

Complies/cooTBETCTBYET

00 min:29 Seconds/00 muH 29 Sec

5 Dissolution /
PacrBopenue

100% to 101 %

97% to 99%

6 Dispersibility /
{McrepcHOCTH

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 %)

Not more than 3 min /
He 6onee 3 MHH

Not less than 70% (Q) of C3His0;
(ibuprofen) after 30 min /

He wMenee 70 % (Q) Ci3H 130
(n6ynpoden) yepes 30 MuH ;
Not less than 70% (Q) of CsHoNO,
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(mapaueramon) yepes 30 MHH

Uniform suspension passing through
the 710 pum sieve is formed

OGpasyercs OJIHOPOAHAS CyCHeH3I,
MPOXOAAIIAS YEPE3 CHTO C PasMEpoM
orBepeThii 710 MKM

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoayxr coorBercTByeT TpeboanusmM HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

—

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep / @M’-‘
Ramakant / [ PyxoBogutens Manoj Kumar ~—=—
Reprint Date: l Reprint Date: Reprint Date:

Hata: 29.04.2023 Hata: 29.01.2023 Jara: 29.01.2023

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 4‘
H6ykaun FOuuop®, TabaeTkn aucneprupyembie s aereii], 100 mr + 125 mr
Batch No / Cepust Ne : V2300648 Batch Quantity / O6nem napran : 536.850kg
Analytical Report No / Ananurndeckuii oryeT Ne : Date of Analysis / JlaTa anaau3za: 29.04.2023

890001659106

Date of Manufacture / /lata npousBoactsa : Mar-2023 |Date of Expiry / Cpok rognocru : Feb-2028

Analysis performed according ND / Anaau3 nposeaen mo HJI: I N011252/02-041021

Ne  Test / IlokasaTesb  Results / PesyabTaTel

7 Related substances /
PojacrBenHble IPUMeCH

Method 1/ Meron 1 — |
Determination of 4-Amino
Phenol content / Onpenenenue
COJlepykaHiis COIePXKaHUs
d-aminoderona

0.0002%

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified

J 0.06%
]
1
impurities / Onpenenenue ‘
|

o,
HEI*I,U,eHTl-‘Iq)H LHPOBAHHBIX 0.06%

npumeceii nbynpodena u
napaleramosna

Specification / Hopma |

l4-aminophenol (paracetamol impurity) / |
4-amurodeHon (MpuMeck napaneTaMmorna)

!-,. not more than 0.005% / ue 6onee 0,005

0,
" |
|Any individual unidentified impurity of
(ibuprofen or paracetamol) / EayHuunas
HeWIeHTUUIIHPOBaHHAS MpUMECH
noynpodeHa UK napaueramona -

not more than 0.2% / He Gonee 0,2%

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

Remarks : The Product conforms to ND/
Ipumeuanne: [Tpoaykt coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3aknwuenue: OJOBPEHO

Prepared by / Checked by /

Iloarorosneno: IIpoeepeno: Pardeep Kumar
Ramakant / J

Approved by: Manager/Executive /
Onobpeno: Mexekep / '

: =
Pykosonntens Manoj Kumar B

Reprint Date: Reprint Date:
IlaTa: 29.04.2023 ara: 29.04.2023

Reprint Date:
Jlara: 29.04.2023

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaus FOnuop®, TabueTku qucneprupyembie [agst geveii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300648 Batch Quantity / O6bem naprun : 536.850kg
Analytical Report No / AHanuTHYeCKH# oT4eT Ne : Date of Analysis / lata ananusa: 29.04.2023
890001659106

Date of Manufacture / lata npouzsoacrsa : Mar-2023 |Date of Expiry / Cpok roguocts : Feb-2028

| Analysis performed according ND / Anaaus nposegen no HJ1: [T N011252/02-041021

8 [Microbial limits /

I |Mmcpoﬁnonomqec1caﬂ
YHCTOTA
a) Total aerobic microbial Less than 100 CFU/g/
count / Ob1ee 4uciio Memnee 100 KOE/r

a3pOOHBIX MUKPOOPTraHM3MOB
Less than 100 CFU/g/
b) Total combined yeasts and Menee 100 KOE/r
mould count / O611iee yrcno
NPOXOKEBBIX U MJIECHEBBIX

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He Gonee 100 KOE/r

rpubos iShall be absent in 1g/ OrcytcTBHE B 1 T
Absent
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be nof
OIHOPOTHOCTD JO3UPOBAHUS 1.6 more than 15.0 / Ilokasatenn
| npueminemMoctd (AV) HomkeH ObIThb HE
- Ibuprofen / ubynpoden Bonee 15,0 '
| |Acceptance value (AV) should be not
imore than 15.0 / Iloka3aTenn
1.5 npuemiemMoctd (AV) momkeH ObITh He
- Paracetamol / mapaueramor . %onee 15,0

Remarks : The Product conforms to ND/
Ipumeuanue: [TIponyKT cooTBETCTBYET TpedoBanusam HI

Opinion : APPROVED
Zaxarouenue: OJIOBPEHO

Prepared by / Checked by /

IoarorosneHo: IIposepeno: Pardeep Kumar
Ramakant / Ci—,—

Approved by: Manager/Executive /

Onobpeno: Menemxep / @tﬁ

PyxoBoautens Manoj Kumar

Reprint Date: Reprint Date:
Jara: 29.04.2023 Hara: 29.04.2023

Reprint Date:
Harta: 29.04.2023

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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrann FOunop®, TabaeTkn queneprupyemble s aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300648

Batch Quantity / O6bem naprun : 536.850kg

890001659106

Analytical Report No / AnanuTudeckuii orver No :

Date of Analysis / lata ananusa: 29.04.2023

Date of Manufacture / laTta npoussogcrsa : Mar-2023

Date of Expiry / Cpok rogsoctn : Feb-2028

Analysis performed according ND / Ananu3 nposeten mo HJL: I1 N011252/02-041021

10 |Assay / KomuuecTBeHHOe 90.0 mg to 110.0 mg of C13H1s02
onpeegeHne (ibuprofen) per tablet /
100.0 mg /100.0mr Ot 90,0 Mr 10 110,0 mr Ci3H 302
(ubynpoden) B TabneTke
112.5 mg to 137.5 mg of CsHyNO>
123.8 mg/ 123.8 Mr (paracetamol) per tablet /
Ot 112,5 mr go 137,5 mr CsHoNO»
(naparueramos) B TabneTke
11 Package / YnakoBKa 10 tablets in PVC/Al blister. 2|10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in 4
leaflet in a carton pack. / ITo 10carton pack. / ITo 10 Tabnerok B GnicTep
Tabnerok B Gmucrep u3 IIBX/Aljs [IBX/AL Mo 1, 2 nan 20 6amctepos
[lo 2 6Guuctepa BMecTe CBMeEcTe ¢ HHCTpPYKLIiel N0 IPUMEHEHHIO B
MHCTPYKIMEH MO MPUMEHEHHIO BAuKy KAPTOHHYIO. '
ayKy KapTOHHYIO. -
12 Labeling / MapkupoBka According to ND. / B coorsercteuu ¢ HIL.
|
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaneHue
B opUrHHaNbHOM ynakoBke (6nmcTep B Mauke) MNP TEMIEPATYpe HE BbILLIC
25 °C.
14 Shelflife/ Cpox rognocrn |5 years / 5 ner
1
| |

Remarks : The Product conforms to

ND/

Ilpumeuanue: IIpoaykt coorBeTcTBYeT Tpebosantam HJT

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBaEHO: I[TposepeHo: Pardeep Kumar Onobpeno: Menemxep / Lt
Ramakant / i PyxoBoauTtens Manoj Kumar
Reprint Date: Reprint Date: Reprint Date:

JlaTa: 29.04.2023 Hara. 29.04.2023 Jara: 29.04.2023

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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