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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

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

Page1of 5/Ctp.1u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HA6yxnanu FOunop®, TabaeTku qucneprupyemsle [aas gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200345

Batch Quantity

/ O6bem naptun : 547.500kg

890001577662

Analytical Report No / AHanuTu4deckuii order Ne :

Date of Analysi

s / JlaTa ananu3a: 09.03.2022

Date of Manufacture / Jlata npon3BoacTsa : Feb-2022

Date of Expiry / Cpok roguocrd : Jan-2027

Analysis performed according ND / Anauun3 nposeaen mo HJI: TIN011252/02-041021

Ne  Test/ IlokazaTein

Results / PesynbTaThl

Specification / Hopma

Description / Onucanne
]

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets

with impregnations and a score-line on|
one side and characteristic odor. /

Kpyrnple  nmnoCKOUHIHHAPHYECKHE
TabJieTKH  PO30BOrO  IiBeTa

OAHOMN CTOPOHE,

crabneTkn
BKparJieHusAMH, ¢ packoll U pruckoi HABKpaIIEeHHIMH, ¢ packol U pHCKoi HA

with impregnations and a score-line on
one side and characteristic odor. /

Kpyriibie  IJIOCKOLMIUHIPHYECKUE
po3oBoro  LBeTa ¢

OJIHOIT CTOpOHE,

€ XapaKTePHBIM 3a11axoM.

C XapaKTEpHbIM 3allaXxOM.

Identification /
[Mog IHHHOCTHL

|§%]

Complies as prescribed/
COOTBETCTBYET lon the chromatogram of the test
solution should correspond to the
fretention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
ynep)KHBaHHS OCHOBHBIX MHKOB Ha
[Xpomarorpamme UCTIBITYEMOT Q)
pacTBopa NOJKHBI COOTBETCTBOBATH
[BpemeHam yAepXKUBaHUA THKOB Ha

[xpomam rpamme pachopeLI

[(:TaHﬂapTHblx 00pa3oB H6ynpo¢eHaﬂ
" napaieTamosna (pa3neni'

__‘«KOII]I'-IECTBGHHOE onpe,ueneHI/Ie»). |

Remarks : The Product conforms to ND/
IIpumeuanune: [Ipoaykr coorBeTcTBYET TpeboBaHHIM HJI

Opinion : APPROVED
3akawyenue: OJOBPEHO

Prepared by /
[Toarotosnexo: \
Naresh Kumar @

=

Checked by / Approved by: Manager/Executive /
TpoBepeHo: Onobpeno: Menemkep
Pardeep Kumar (;f/ PykoBoanTens / \

- Abhishek Chauhan &

Reprint Date:
Jara: 09.03.2022

Reprint Date:
Hara: 09.03.2022

Reprint Date:
Hata: 09.03.2022

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: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun FOuuop®, TabaeTky qucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200345

Batch Quantity / O6sem napTuu : 547.500kg

890001577662

Analytical Report No / Anasutuyeckuii oruer No :

Date of Analysis / lata ananusa: 09.03.2022

Date of Manufacture / Jlata npoussoactsa : Feb-2022

Date of Expiry / Cpok rogsocts : Jan-2027

Analysis performed according ND / Anaans nposegen no HJI: ITN011252/02-041021

3 Average weight of tablets /
Cpennss macca TabJieTok

364.6mg/ 364.6Mr

Complies/cooTBeTCTBYET

357.7 mg to 372.3 mg (365.0 mg £
.0%). /0Ot 357,7 mr mo 372,3 mMr
J(365,0 Mr + 2,0 %)

(Q) CuisHigOs

Q) CsHoNO,

formed

4 Disintegration / 00 min:33 Seconds/00 mun 33 Sec [Not more than 3 min /
PacniafaemMocTh - He 6onee 3 mun |
Ne Test / IlokazaTesn Results / Pe3yabTaThl Specification / Hopma
5 Dissolution / 97% to 100% Not less than 70% (Q) of Ci3HsO2
PacTBOpEeRHE (ibuprofen) after 30 min /
He wmenee 70 %
(ubynpoden) yepes 30 MuH
96% to 100% Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
He wmenee 70 %
| (napaueramon) uepe3 30 MUH |
6 ispersibility / Complies / CooTBeTcTBYET Uniform suspension passing through
HCIEePCHOCTD the 710 pm sieve is
ObpazyeTcss oaHOpPOAHAA CYCHEH3HH,
MpoXozsllas 4epe3 CHTO ¢ pasMepoM
oreepetrii 710 Mxm

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBeTcTByeT TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 09.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroTosnexo: IIposepeHo: p OnobpeHo: MeHemxep / '
Naresh Kumar @/ Pardeep Kumar ij PykoBonutens ’

Abhishek Chauhan
Reprint Date: Reprint Date: Reprint Date:

Hara; 09.03.2022

Hara: 09.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxaun FOnuop®, Ta6JieTKH aAucneprupyembie [aas pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200345

Batch Quantity / O6bem maprus : 547.500kg

Analytical Report No / AHasmTH4YecKnii oT4er Ne :
890001577662

Date of Analysis / lara ananu3za: 09.03.2022

Date of Manufacture / /lata npousBoactsa : Feb-2022

Date of Expiry / Cpok rogaocty : Jan-2027

Analysis performed according ND / Auanu3s nposees no HJ{: IT N011252/02-041021

7

Related substances /
IPoacTBeHHBIE IPHMECH

Method 1/ Merton 1 —
Determination of 4-Amino

Coep KaHusl CoepKaHUs
4-amMuHOdeHoa

Method 2 / Meton 2 —
Determination of Ibuprofen

impurities / OnpeneneHue
HeUIeHTHQUIIHPOBAHHBIX
npuMeceii nbynpodena u

napaleTamorna

0.00002%

Phenol content / Onipenencnue |

0.07%

and Paracetamol unidentified

0.1%

Test / Ilokazarenn

Results / Pe3yibTaThl

‘4-aminophenol (paracetama impurity)

/
4-amuHOBeHON (npumecs
MapaleramMmona) not more than
0.005% / ue 6oiee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnynuYHas HeuAEHTHULMPOBaHHAS
MpUMech ubynpodena HJIH
mapaueTamMmona - |
not more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)
/ Cymma npumeceit (Merop 1 + Metog,
2) - not more than 0.7% / He 6onee 0.7
%o

Specification / Hopma

Ne
8

Microbial limits /
MukpobuoJiornueckas
YHCTOTA

Less than 100 CFU/g/
Menee 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 6osee 100 KOE/r

Remarks : The Product conforms to ND/
Ilpumeyanne: IIponyxT cootBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive /

[ToAroToRNEHO: ) [IpoBepeHo: If'-‘ OnobpeHo: MeHemKepﬁ/\/

Naresh Kumar @/ Pardeep Kumar S PykoBopgutens \
Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

JHata: 09.03.2022

JaTta: 09.03.2022

Harta: 09.03.2022

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; L85195AP1984PLC0O04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxnnn IOnnop®, TabaeTkn gucneprupyemsle [ansi aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200345

Batch Quantity / O6bem naprau : 547.500kg

890001577662

Analytical Report No / AHanuTnueckuii orier Ne :

Date of Analysis / laTta anamusa: 09.03.2022

Date of Manufacture / lata npon3Boacrsa : Feb-2022

Date of Expiry / Cpok roauocts : Jan-2027

Analysis performed according ND / AHasus nposeaen mo HJI: TTNO011252/02-041021

a) Total aerobic microbial
count / Ob1ee 4ucIO

]

- Paracetamol / napareramon

a5pO6HBIX MUKPOOPraHHU3MOB Absent Shall be absent in 1g / OtcyTcTBHE B 1I
ir
b) Total combined yeasts and
| mould count / Ob1ee uucio
[IPOAOIKEBBIX M MIECHEBBIX
rpuboB
c) E. coli
9 Uniformity of dosage units / IAcceptance value (AV) should be not
OIHOPOAHOCTE A03HPOBAHHSA 1.2 more than 15.0 / Tlokazarens
npuemaemocts (AV) gomkeH ObITE Hel
- Ibuprofen / ubynpoden bonee 15,0
Acceptance value (AV) should be nof
more than 15.0 / TlokasaTeny
1.2 npuemaemocti (AV) nonxeH ObITH He

tosee 15,0

Ne Test / Iloka3aTeib

Results / Pe3yJabTaThl

Specification / Hopma

10 Assay / KosimdecTBenHOE
onpene/eHHe

99.5mg /99.5 Mr

123.8mg/ 123.8mr

90.0 mg to 110.0 mg of C13H 150,
(ibuprofen) per tablet /

O71 90,0 Mr o 110,0 mr Ci;3H 1302
(ubynpoden) B TabneTke

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

Ot 112,5 mr o 137,5 mr CsHoNO>

(mapaneramon) B TabyieTke

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayxr cootBeTcTBYeT TpeboBanusam HJL

Opinion : APPROVED
3axiouenne: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Naresh Kumar

Checked by /
IIpoBepeHo:
Pardeep Kumar

4

Approved by: Manager/Executive /
Opnobpeno: Menexe y /
PykxoBogutens I'A¢ \
Abhishek Chauhan il

Reprint Date:
Hara: 09.03.2022

Reprint Date:
Hara: 09.03.2022

Reprint Date:
Hara: 09.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOpnop®, TabJeTkH Aucneprupyembie s gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200345

Batch Quantity / O6bem naptus : 547.500kg

890001577662

Analytical Report No / Ananurndecknii otyer Ne :

Date of Analysis / [lata ananusa: 09.03.2022

Date of Manufacture / lara npousBoactsa : Feb-2022

Date of Expiry / Cpok rogsocts : Jan-2027

Analysis performed according ND / Ananus nposeaen mo HJL: IT1N011252/02-041021

11 [Package/ YnakoBka 10 tablets in PVC/ALl blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / Ilo 10 Tabnerok Bin a carton pack. / ITo 10 Tabnerok B
omucrep u3 [IBX/Al Ilo 2 Gmictepabmictep u3 [IBX/AL Tlo 1, 2 unu 20
BMECTE c HHCTPYKLIMEH noOAHCTEPOB BMECTE ¢ MHCTPYKLIMEH 110
_ MPHMEHEHHIO B MIAYKy KAPTOHHYIO.  [MPHMEHEHHMIO B AYKy KapTOHHYIO.
12 Labeling / MapkHpoBKa IAccording to ND. / B cooteetcTBuu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHue
B opuruHanbHo# ynakoBke (67McTep B TA4Ke) TIPH TEMIIEPATYPE HE BhILLIE
| 25 °C.
14 Shelflife / Cpok rogmocT |5 years / 5 ner
|

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHusaM HJI

Opinion : APPROVED
3akarouenue: OJOBPEHO

Prepared by /
ITonrorosneno:
Naresh Kumar

&

Checked by /
IIposepeno: {
Pardeep Kumar L’l:;[——”"

—

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PyxoBoautens / \
Abhishek Chauhan

Reprint Date:
JlaTa: 09.03.2022

Reprint Date:
Hara: 09.03.2022

Reprint Date:
Jlara: 09.03.2022
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