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ereii], 100 mr + 125 mr

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxann FOnnop®, TabJeTKH Jucneprupyembie s 3

Batch No / Cepusi Ne : V2202429

Batch Quantity / O6bem naptum : 547.500kg

890001629661

Analytical Report No / AHaIHTH4YeCKHH 0THeT Ne :

Date of Analysis / JlaTa ananu3a: 28.11.2022

Date of Manufacture / Jlata npon3ssoactsa : Nov-2022

Date of Expiry / Cpoxk roguoctn : Oct -2027

Analysis performed according ND / AHaau3 npoBeieH no H: TTN011252/02-041021

Ne  Test/ Mokasarens

Results / PesyanaTbl

Epeciﬁcatitm Hopma

1 |Description / Onncanue

with impregnations and a score-line onwith impregnations and a score-line on

one side and characteristic odor. /
Kpyriibie  TIOCKOUMJIMHAPHYECKH
i'ra()neTKH po30BOro  I[BETa
BKpanieHusiMK, ¢ Gackok 1 PUCKOH H
ONHOI

C XapakTepHbIM 3aI1aXOM.

E;ink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets

CTOPOHE,0IHOI

sne side and characteristic odor. /
eKpyrnsie [IOCKOLMITHHAPHUCCKIE

TabJeTKi  po3oBOoro  uBera ¢
prpanieHnsmiL, ¢ gackoii i prckoii Ha
CTOPOHE,

C XapaKTEepHbIM 3a1aXOM.

(=]

[dentification /
IMoaIMHHOCTH

Complies as prescribed/
CoOTBETCTBYCT

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 (section Assay). / Bpemena
yAEpKHBAHNA OCHOBHBIX THKOB HA
XpoMarorpamMme HCMBITYEMOTQ
pacTsopa AOJIKHbI COOTBETCTBOBATH
BpeMeHaM YIEpPIKHBaHHUs [MHKOB Ha
XpomarorpaMmme pacTeopa
cTannapTHelx 0OpasuoB noynpodena
H napateramona (pasnen
«KOMHHECTBEHHOE ONpPE/CTCHHEN).

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaYyKT COOTBETCTBYET TPEOOBAHUAM HIT

Opinion : APPROVED
3akmouenue: OJOBPEHO

Jara: 28.11.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBaeHO: — [Tposepeno:Ramakant, Ono6peno: Menenxep /
Shivani Devi Af %@ PykoBOJMTEND V
| Amit kumar PV' -
Reprint Date: Reprint Date: Reprint Date:

Jlara: 28.11.2022

Jlata:28.11.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
|Moykann FOunop®, TabaeTky aucneprupyembie [1is 1

ereii], 100 mr + 125 Mr

Batch No / Cepus Ne : V2202429

Batch Quantity / O6bem naprin : 547.500kg

890001629661

Analytical Report No / AHaJIMTHYEeCKHH 0TYET Ne:

Date of Analysis / JlaTa anaamn3a: 28.11.2022

Date of Manufacture / [Jlata npoussojacrea : Nov-2022

Date of Expiry / Cpok roanocts : Oct -2027

Analysis performed according ND / AHa/Iu3 npoBe/eH 110 HJI: TIN011252/02-041021

Ne Test / IlokazaTenn Results / Pe3yjibTaThl |Specificati0n /Hopma
3 Average weight of tablets / 363.6 mg/ 363.6 Mr 357.7 mg to 372.3 mg (365.0 mg +
Cpeansisi Macca Ta0J1eTOK 2.0 %). / Ot 357,7 mr ao 372,3 Mr
Complies/cOOTBETCTBYET il365,0 Mr =+ 2,0 %)
4 Disintegration / | 00 min:31 Seconds/00 muH 31 Sec [Not more than 3 min /
PacnagaemMocTb He 6onee 3 MUH ]
S Dissolution / 97% to 99 % Not less than 70% (Q) of C1H 09
| PacTBopenue (ibuprofen) afler 30 min / .
He wmenee 70 % (Q) CiHisOz
(noynpoden) uepes 30 MHH
' 96% to 98% Not less than 70% (Q) of CsH:NO;
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napaueramon) yepes 30 MiH |
6 Dispersibility / Complies / COOTBETCTBYET Uniform suspension passing through
TucnepcHOCTh the 710 pm sieve is formed
OGpasyeTcs OAHOPOAHASN CYCHEH3I,
| NPOXOAALLAs YEpes CHTO € PasMepoM
; orBepeTiit 710 MKkM ‘

Remarks : The Product conforms to ND/
ITpumeyanue: [IpOIYKT COOTBETCTBYET Tpebopanusam HJI

Opinion : APPROVED
3axmouenune: OJJOBPEHO

Jara: 28.11.2022

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

IToaroToBieHo: - ITpoBepeno:Ramakant LJ\ Onobpeno: Menemxep /

Shivani Devi /S ) (@»Ll/ PykoBoauTeb [& M‘\\,,f—/-
Amit kumar

Reprint Date: Reprint Date: Reprint Date:

Mara: 28.11.2022

Jara:28.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 46 4900 2999, Email: mail@drreddys.com
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|Product Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
|Moykmnn FOnnop®, TabaeTky aucneprupyemsie [Aas ger eii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202429

Batch Quantity / O6nem maprun : 547.500kg

890001629661

Analytical Report No / ABajuTuyeckunii oruer Ne :

Date of Analysis / lata ananusa: 28.11. 2022

Date of Manufacture / [lata nponsBojcrea : Nov-2022

Date of Expiry / Cpox roanoets : Oct -2027

Analysis performed according ND / Ananu3 npoBe/ien 0o HJ: I1N011252/02-041021

N

Test / Iloka3aTejib

Results / Pe3y.IIbTaT_bl

Specification / Hopma |

7 Related substances /
PoacTeenHbie IPUMeCH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpexnenenue
COJlepIKaHisl COLePIKaHM s
4-aMiHodenona

Method 2 / Meton 2 —
Determination of Ibuprofen
nd Paracetamol unidentified
Empurities / Onpenenenne
HeUAEHTHOUIMPOBAHHBIX
npumeceii uOynpodeHa u
napaneTamona

Not Detected

0.06%

0.06%

4—amir@hencﬂparaaamol impurity)

Y_amunodenon (npumeck
napatieramona) - not more than
0.005% / He Gonee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) /
Epnnnunas  HeuaeHTHPUIMPOBAHHAS
[IpHMECh ubynpodena Wl
mapateramosna -

ot more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)
y Cymma nipumeceit (Meron 1 + Meron
2) - not more than 0.7% / ne 6onee 0.7

%

8 Microbial limits /
MuKpoOGHOIOTHYeCKAas]
MHCTOTA

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

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

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

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Remarks : The Product conforms to ND/
ITpumeuanue: ITpOIYKT COOTBETCTBYET TPEOOBAHUAM HJT

Opinion : APPROVED
Zaxmouenue: OJOBPEHO

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

IToaroToBNEHO: I[TpoBepeno:Ramakant OpobpeHo: Menemxep /

Shivani Devi A‘]’ W PykoBoauTens (L( N
Amitkumar | S

Reprint Date: Reprint Date: Reprint Date: '

ara: 28.11.2022 Ilara: 28.11.2022 Jata:28.11.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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’Eoduct . Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun FOrrop®, TadseTKH AHCHEPrupyembie [ st

eteii|, 100 mr + 125 mr

Batch No / Cepust Ne : V2202429

Batch Quantity / O6bem naprun : 547.500kg

890001629661

Analytical Report No / AHaINTHYECKHH 0T4eT Ne :

Date of Analysis / Jlata ananusa: 28.11.2022

'Date of Manufacture / /laTa mpon3BoicTB2a : Nov-2022

Date of Expiry / Cpok roanocts : Oct -2027

|Analysis performed according ND / AHa/in3 npoBe/ieH 0o HJI: TIN011252/02-041021

‘ ia) Total aerobic microbial |

count / O0llee YUCHo

a3pOOHBIX MUKPOOPraHU3MOB Absent Shall be absent in 1g / OTcyTCTBHE B 1
N
b) Total combined yeasts and
mould count / Ob1iee Yucio
MPOMOKEBBIX U MJIECHEBBIX
rpuboB
c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOPOJHOCTH AO3HPOBAHHS 2.0 more than 15.0 / Tlokasatens
npnemaemocti (AV) KomkeH GbITh He
- Ibuprofen / ubynpoden Gonee 15,0
Acceptance value (AV) should be not
more than 15.0 / [Ilokasarens
2.4 npuemnemocti (AV) gomkeH GbITh He
| Paracetamol / napaneramor Gomnee 15,0
10 Assay / KonudecTBenHoe 90.0 mg to 110.0 mg of Ci3H150:
onpeneneHHe (ibuprofen) per tablet /
98.0 mg /98.0 mr Or 90,0 Mr 10 110,0 Mr Ci3Hi50:2
ubynpodeH) B TabieTKe
112.5 mg to 137.5 mg of CsHoNO:
122.0 mg / 122.0 mr (paracetamol) per tablet /
Ot 112,5 mr g0 137,5 mr CsHoNO>
(napaueramon) B TabneTke ]

Remarks : The Product conforms to ND/
Mpumeuanne: [IPOAYKT COOTBETCTBYET TPEOOBAHUAM HJT

Opinion : APPROVED
3axnwyenne: OJIOBPEHO

Prepared by /
[ToaroToByieHO:
Shivani Devi A T

Checked by /
IIposepeno:Ramakant,

dutd”

P

Approved by: Managet/Executive /
Onobpeno: Menenxep /

PyxoBomuTenb N—
Amit kumar P"” =

Reprint Date:
HNara: 28.11.2022

Reprint Date:
JlaTa: 28.11.2022

Reprint Date: |
Jara:28.11.2022

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
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Page 5 of 5/CTp. 5135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOuuop®, Tabnerku gucneprupyemble [ais pereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202429

Batch Quantity / Oobem maprin : 547.500kg

890001629661

Analytical Report No / AHanuTHYecKnii oTyer No :

Date of Analysis / laTa anamsa: 28.11.2022

Date of Manufacture / JiaTa npounzsojcTna : Nov-2022

Date of Expiry / Cpok roanoctu : Oct -2027

Analysis performed according ND / AHa/u3 NpOBel€eH 110 HI: I1N011252/02-041021

11  |Package / YnmakoBka

10 tablets in PVC/AL blister. 2 blistcrsLIO tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet

carton pack. / Tlo 10 TaGmerok Bin a carton pack. / Tlo 10 Tabnetox B
Gancrep uz JIBX/AL Tlo 2 6imcrep omctep u3 TIBX/AL Ilo 1, 2 unut 20)
BMECTE (¢ HHCTpYKLHKEH noGANCTEPOB BMECTE C HHCTPYKUUEH M0
IPUMEHEHHUIO B IAYKY KAPTOHHYIO.  [PHMEHEHHIO B Ma4Ky KApTOHHYO. |

12 Labeling / M?IpKHpOBKa

\According to ND. / B cootserctuu ¢ HJL.

13 Storage conditions /
XpaHenue

In the original packaging (blister in carton pack) at temperature below 25°C.

!
|,

B opuruHansHo# ynakoske (6:1MCTep B NavKe) Npyu TEMIEPAType HE BBILIC
25 °C.

14 Shelf life / Cpok rogsocTH

S years / 5 net

Remarks : The Product conforms to ND/
Ipumeuanne: [IPONYKT COOTBETCTBYET TPeDOBAHHAM HJT

Opinion : APPROVED
3axmouesne: OJJOBPEHO

Jara: 28.11.2022

JlaTa: 28.11.2022

Prepared by / Checked by / _ Approved by: Manager/Executive /
IToarorosneHo: ITposepeno:Ramakanty) %/ | Onobpeno: Menemxep /
Shivani Devi A‘I/ {%mxy PyKOBOAUTENb ,l’\f}"
} Amit kumar
Reprint Date: Reprint Date: Reprint Date:

Nata:28.11.2022

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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