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Page 1 of 5/ Ctp. 1 u3 5

[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun 10uuop®, Tabierku gucneprupyemere [ans aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2200340

Batch Quantity

/ O6bem naprum : 547.500kg |

890001577481

Analytical Report No / AHaanTHdeckuii oryer Ne : Date of Analysi

s / lata ananu3a: 04.03.2022

Date of Manufacture / [lata npouseojcrea : Feb-2022

Date of Expiry / Cpok roanoctu : Jan-2027

Analysis performed according ND / Anann3 nposemen mo HJL: I1N011252/02-041021

Ne  [Test/ Hokasarens
1 Description / Onucanne

2 Identification /
HoxJUMHHOCTDb

) Results / Pe3yJIbTaThHI ) _]Speciﬁcation / Hopma |

Pink flat-faced beveled-edge tablets
with impregnations and a score-line on
one side and characteristic odor. /

Kpyrnbie  OIOCKOLMNUMHAPHHECKNE
TabJeTKH  poO30BOro  LBeTa  C

OJIHOM CTOpOHE,
C XapaKTEpHbIM 3aIllaxoM.

o o o o o
BKpaIJICHUAMY, C (baCKOI/I W pUCKOHU Ha.'iBKpEll'lﬂeHllflMI/l, C d)acxon Y PUCKOH HA

Pink flat-faced beveled-edge tablets
with impregnations and a score-line on
one side and characteristic odor. /

Kpyrible  MIOCKOLMIMHAPHYECKUE
TabnerKku pO30BOro uBera ¢

OAHOH CTOpOHE,
C XapaKTEPHbIM 3aM1aXOM.

iComplies as prescribed/
CooTBETCTBYET

The retention times of the main peaks
on the chromatogram of the fest
solution should correspond to the
L’etention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VAEPKUBAHIS OCHOBHBIX [HKOB Ha
Xpomarorpamme HCMBITYEMOTO
pacTBOpa MOIKHbI COOTBETCTBOBATH
BpEMEHAM YIEpP)KHBaHHA [HKOB Ha

XpomarorpaMme pacTBOpa
crannapTHeIx 00pasuos nOympodena
i napateramosa (paznen

<d<ouecTBEHHOE OnpeeneHiey).

Remarks : The Product conforms to ND/
Hpumeyanue: [IpoaykT cooTBeTcTBYyeT TpedosanmaM HI

Opinion : APPROVED
3axatouenne: OJIOGPEHO

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

IMoaroroeneHo: IIposepeHo: }‘-' 5 Onobpeno: Menemxep /_/,“

Ankit ) Ankaj Verma - PykoBoauTens Cfppm==2
6& = Pavan Kumar Sharma——

Reprint Date: Reprint Date: Reprint Date:

Hara: 04.03.2022 Hara: 04.03.2022 Hata: 04.03.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun IOunop®, TabsieTku ancnieprupyembie [nus gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200340

Batch Quantity / O6vem napruu : 547.500kg

Analytical Report No / AHasiuTHUecKHH oT4eT Nt

890001577481

Date of Analysis / JlTata anannsa: 04.03.2022

Date of Manufacture / Jlata npou3sBoacrsa : Feb-2022

Date of Expiry / Cpok roasocty : Jan-2027

Analysis performed according ND / Ananu3 npoeeaed mo HJI: 1 N011252/02-041021

3 Average weight of tablets / 364.2mg/ 364.2mMr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsisi Macca Ta0J1eTOK 2.0 %). /Ot 357,77 Mr no 372,3 mr
Complies/cooTBETCTBYET (365,0 Mr = 2,0 %)
4 Disintegration / 00 min:32 Seconds/00 mun 32Sec [Not more than 3 min /
PacniaxaemMocThb - He 6onee 3 mun
Ne Test / IlokazaTenn Results / PesynbTatsl Specification / Hopma
5 Dissolution / 97 to 99 Not less than 70% (Q) of C:H 303
PacTteOopeHne (ibuprofen) after 30 min /
He wmenee 70 % (Q) CisHisO:
(nbynpodeH) yepes 30 Mun |
96 to 97 Not less than 70% (Q) of CsHoNO:>

(paracetamol) after 30 min /
He wmenee 70 % (Q) CgHoNO:
(napaueramoi) yepes 30 miH

6 Dispersibility /
JucuepcHOCTh

Complies / CooTBETCTBYET

Uniform suspension passing through
the 710 pm sieve is formed
| GpazyeTcst OHOPOJHAS CYCIEHBHS,
Epoxummas yepes CHTO ¢ pasMepoM

TeepcTHii 710 MkM

Remarks : The Product conforms to ND/
ITpumeuanue: I1poaykT cooTBeTCTBYET Tpebosanuam HJ

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
1'[0)11"0T013ne1-101//_d IIposepeHo: Onobpeno: Menenxep/ »
Ankit [ Ankaj Verma PykoBoauTess c 3;':"-"".F -

.4 Pewiii Kaifige Shana .= |
Reprint Date: Reprint Date: Reprint Date:

Hara: 04.03.2022

Hara: 04.03.2022

Hara: 04.03.2022

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
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Or. 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

Page3 of 5/ Crp. 3 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann FOunop®, Tabnerku gucneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200340 Batch Quantity / O6bem naprunm : 547.500kg
Analytical Report No / AHamuTn4yeckuit order Ne : Date of Analysis / /laTta anann3a: 04.03.2022
890001577481

Date of Manufacture / Jlata nponssoactsa : Feb-2022 |Date of Expiry / Cpox roanocts : Jan-2027

Analysis performed according ND / Anaau3s npogeen mo HJL: [1 N011252/02-041021

7 Related substances / 4-aminophenol (paracetamol impurity)

PoacTBeHHbIE IPHIMecH
4-aMuHOGEHON (mpumech
Method 1 / Meton 1 — . napateramMona) - not more than
Determination of 4-Amino L 0.005% / ne 6onee 0,005 %
Phenol content / OnpeneneHue
coiep KaHus COAEPIKAHUs Any individual unidentified impurity,
4-amMHO(EeHONA of (ibuprofen or paracetamol) /
5 EavHu4Has HeWJeHTHPUUMPOBAHHASA
Method 2 / Meton 2 — NpHUMECh ubynpodena 700
Determination of Ibuprofen 0.07% mapalieTaMmona -
|and Paracetamol unidentified not more than 0.2% / He 6onee 0,2%
impurities / Onpenenenue
HenneHTU QUL POBAHHBIX . Total impurities (Method 1+Method 2)
npumeceit nbynpodeHa u Gl Cymma npumeceit (Meton 1 + Meton
napateTramosna 2) - not more than 0.7% / ne 6onee 0.7
%

No Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma

8 Microbial limits /
MukpoGHonornyeckast Less than 100 CFU/g/ [Not more than 1000 CFU/g/
YHCTOTA Menee 100 KOE/r He 6onee 1000 KOE/r

[Less than 100 CFU/g/ Not more than 100 CFU/g/
Menee 100 KOE/r He Gonee 100 KOE/r

Remarks : The Product conforms to ND/
ITpumeuanne: [Iponykt coorBeTcTBYeT Tpebosanusm HJT

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

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

Ioarotosneno: ITposepeHo: ﬁ\ OnobpeHo: Menenxep /

Ankit ] ;{ Ankaj Verma PykoBoauTenb Lo |
( == Pavan Kumar Sharma—"

Reprint Date: Reprint Date: Reprint Date:

Jara: 04.03.2022 Hata: 04.03.2022 Hara: 04.03.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOunop®, TabieTKH aucneprupyemble [aus gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200340

Batch Quantity / O6bem naptuu : 547.500kg

890001577481

Analytical Report No / AHaanTH4ecKkuii oTyeT Ne :

Date of Analysis / lata ananu3sa: 04.03.2022

Date of Manufacture / JlaTa npoussojctsa : Feb-2022

Date of Expiry / Cpox rognoctn : Jan-2027

Analysis performed according ND / Ananu3s nposenen mo H/1: I1N011252/02-041021

a) Total aerobic microbial
count / OBuiee 4UCIO
23pOOHBIX MUKPOOPraHM3MOB

lb) Total combined yeasts and |
mould count / Ob1i1iee uucno
MPOXOKEBBIX H TIECHEBBIX
rpu6os

c) E. coli

) Uniformity of dosage units /
OaHOPOOHOCTH A03MPOBAHHUSA

- Ibuprofen / ubynpoden

- Paracetamol / mapaueramon |

Absent IShall be absent in 1g/ OrcyrctBue B 1

r
Acceptance value (AV) should be not

2.1 more than 150 /
mpuemaemMoctit (AV) JomxeH ObITE He
oonee 15,0
Acceptance value (AV) should be not
more than 150 /

2.1

Ilokazartens

[Mokasarens
npuemaeMocTi (AV) B0ObKeH ObITh HE
bonee 15,0

Ne Test / Iloka3zaTenan

Results / Pe3yabTathl

Specification / Hopma

10 Assay / KonnyecTBeHHOE
onpeaenenue

99.4 mg /99.4 mr

123.4mg / 123.4mr

90.0 mg to 110.0 mg of C;3H 50,
(ibuprofen) per tablet /

O 90,0 MI 10 110,0 Mmr C]sH]gOz
l{nﬁynpodpen) B TabJyieTke

112.5 mg to 137.5 mg of CsHoNO;
(paracetamol) per tablet /

Ot 112,5 mr mo 137,5 mr CsHoNO»

(napaueramon) B TabJeTke J

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanusam H/J

Opinion : APPROVED
3akmouenue: OJOBPEHO

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

IToaroTosiyeHo: IIpoBepeHo: ﬂ‘ _— Onob6peno: Menemxep / P

Ankit Ankaj Verma ' PykoBoauTens e .
el Pavan Kumar Sharma—=—"

Reprint Date: Reprint Date: Reprint Date:

Hara: 04.03.2022 Hara: 04.03.2022 Hara: 04.03.2022
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page5of S/ Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yxann FOunop®, TabneTkn nucneprupyemble s aereii], 100 mr + 125 mr

Batch No / Cepna Ne : V2200340

Batch Quantity / O6bem naptuu : 547.500kg

890001577481

Analytical Report No / AHasuTndeckuii oryeT Ne :

Date of Analysis / Iara ananu3za: 04.03.2022

Date of Manufacture / JlaTa npou3soactsa : Feb-2022

Date of Expiry / Cpok rogHoctu : Jan-2027

Analysis performed according ND / Ananu3 npoeegen mo HJI: IT N011252/02-041021

11 Package / YnakoBka

10 tablets in PVC/Al blister. 2 hlistersjl 0 tablets in PVC/Al blister. 1, 2 or 20
and patient information léaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerox Bin a carton pack. / ITo 10 tabnerok B

onncrep u3 IIBX/Al Tlo 2 Gm-ic‘rep:FJmCTep u3 [IBX/Al Tlo 1, 2 unn 22‘

BMECTE c HHCTpYKUHEN NnoOIHCTEPOR BMECTE C HHCTPYKLIMEH 1T

12 Labeling / MapkupoBKka

13 Storage conditions /
Xpanenune

|| —
14 Shelf life / Cpok rognocTa

IPHUMEHEHHIO B IAYKy KApTOHHYIO.  [IPUMEHEHHIO B NIAYKy KAPTOHHYIO. |
IAccording to ND. / B cootsetctBuu ¢ HJI. '

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

B opuruHansHO#H ynakoBke (GnucTep B Ma4ke) NpH TEMIIEPATYPe HE BhILLIE
25 °C.
5 years / 5 net

Remarks : The Product conforms to ND/
IIpumevanune: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJL

Opinion : APPROVED
3akimouenne: OJOBPEHO

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

IoaroroBneHo: — ITpoBepeHo: & Onobpeno: Menemxep /

Ankit ﬂ Ankaj Verma PykxoBoautens < ;"""‘_'__’
i Pavan Kumar Sharma = |
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