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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
MNo6yxnauH IOHnop®, TabieTkn aucneprapyemsble [aas aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200647

Batch Quantity / O6bem napruu : 547.500kg

890001584680

Analytical Report No / Ananuruyeckuii oruer No :

Date of Analysis / JaTa anann3za: 12.04.2022

Date of Manufacture / lata npou3Bogactsa : Mar-2022

Date of Expiry

/ Cpok roanocTtH : Feb-2027

Analysis performed according ND / Anann3 nposeaen mo H/A: I1 N011252/02-041021

No 'rTest / Iloka3aTenb

Results / PesyjabTaThl

Specification / Hopma I

1 Description / Onncanue

!

Kpyrisie

one side and characteristic odor. /

TabMeTKH  po30BOrO  1BeTa  C
OIHOM

C XapaKTCPHbLIM 3allaXOM.

HJ]OCKOL[I[.T]l[H,llp]I‘-]BCKIiEprFI[LIC

BKpaIlIeHHsIMHY, ¢ (hacKoii U pUCKO HaBKpamIeHHAMH, ¢ packoil 1 pHckoit Ha
CTOPOHE,OAHOI

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

one side and characteristic odor. /
IUTOCKOUMIUHAPHYECKHE
rabsieTkH pO30BOTO 1BETa C

CTOpOHE,
C XapaKTEpHBIM 3aaxoM.

a7

Identification /
TMogMHHOCTE

Complies as prescribed/
COOTBETCTBYET

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). / BpemeHa
yICpXXKUBaHUS OCHOBHBIX IHMKOB Ha
xpomMarorpaMme HCIIBITYEMOTO
pacTBopa JOJDKHBI COOTBETCTBOBATH
[BpemeHaM yZAepxKHBaHHMs IIMKOB Ha

XpaMaTorpaMmme pacTtBopa
cTangapTHbIx oOpasnoB ubymnpodeHa
i napaneTaMmorsa (paspen

«KONMYECTREHHOE ONPENENeHHER). |

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipogykr coorBeTcTBYeT TpeboBanusiM HJL

Opinion : APPROVED
3axawuenne: OJJOBPEHO

Prepared by /
ITogrorosnexo:
Naresh Kumar

@

—

Checked by /
ITposepeHo: Y

Rahul Kumar_—"

Approved by: Manager/Executive /
Opnobpeno: Menemxep /7

PykoBoguTenb (/"“‘/CT
Pavan Kumar Sharma;rf"’/

Reprint Datc:
Jara: 12.04.2022

Reprint Date;
Hara: 12.04.2022

Reprint Date:
Hata:12.04.2022

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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykana Ounop®, Tabaerku gucneprupyembie (s aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200647

Batch Quantity / OGbem naptun : 547.500kg

890001584680

Analytical Report No / AHaauTn4yecknii oryer Ne :

Date of Analysis / Jlata ananu3za: 12.04.2022

Date of Manufacture / Jlata mponspogcrsa : Mar-2022

Date of Expiry / Cpok rognoctn : Feb-2027

Analysis performed according ND / Ananns nposexen mo HJI: T1N011252/02-041021

3 Average weight of tablets /
Cpennsisa macca Ta0/1eTOK

363.1 mg/ 363.1 mr

Complies/cOOTBETCTBYET

B57.7 mg to 372.3 mg (365.0 mg +
2.0 %). / Ot 357,7 Mr ji0 372,3 Mr
(365,0 Mr £ 2,0 %)

Not more than 3 min /

Disintegration / 00 min:40 Seconds/00 muH 40 Sec
, Pacnapaemoctnb He 6onee 3 MmuH
Ne Test / IlokasaTenn Results / Pe3yabTaThl Specification / Hopma
5 Dissolution / 100% to 103% Not less than 70% (Q) of C;3H;50-
PacTBopenue (ibuprofen) after 30 min /
He wmenee 70 % (Q) CizHisO:
(nbynpodpen) uepes 30 MuH
100% to 102% Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
[ He wmenee 70 % (Q) CiHoNO:
j (napaueramon) yepes 30 MUH
6 Dispersibility / Complies / COOTBETCTBYET Uniform suspension passing through
[ /{HcnepcHOCTD i1he 710 ym sieve is formed

O0pazyercsi OLHOPOJHAA CYCMeH3usl,
MpOXOMILAs Hepes CHTO C PasMepoM
TBepcTiit 710 MM

Remarks : The Product conforms to ND/
IIpumeqanue: [IpoayKT cooTBeTCTBYET Tpeboanusm HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jata: 12.04.2022

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

IMoaroToBneHo: -~ [TposepeHo:  Ya Onobpexo: Mesemkep/ )

Naresh Kumar @ Rahul Kumag/ Pykosonutens (fw_';‘
Pavan Kumar Sharma /

Reprint Date: Reprint Date: Reprint Date:

Hara: 12.04.2022

Hata:12.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann IOrnop®, TabaeTku Aucneprapyemsle [aas gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200647

Batch Quantity / O6nem napriu : 547.500kg

Analytical Report No / Ananutu4eckuit oraer Ne :
890001584680

Date of Analysis / {aTa ananu3a: 12.04.2022

Date of Manufacture / JlaTa nponsBoacTsa : Mar-2022

Date of Expiry / Cpok rogsocts : Feb-2027

Analysis performed according ND / Anasm3 mposenen no HJI: I1N011252/02-041021

Mukpobuonoruieckas
JHCTOTA

7 Related substances / “-aminophenol (paracetamol impurity)
[PoacTBeHHBIE IPHMECH E
-amuHodeHoN (npumecs
Method 1/ Meton 1 — . napaneramona) - not more than
Determination of 4-Amino ROORS 0.005% / e Goxee 0,005 %
[Phenol content / Onipenenenne
coJiepKaHus CoJepIKaHus Any individual unidentified impurity
4-amuHO(EHONa of (ibuprofen or paracetamol)
EnuHnuHAS HeuIEHTHQULUMPOBAHHAS
Method 2 / Merton 2 — BDL (Disregard limit .05%) MpUMECh uoynpodeHa WJTH
Determination of Ibuprofen mapaueTaMona -
and Paracetamol unidentified not more than 0.2% / He 6onee 0,2%
impurities / Onpenenexue
HeueHTU(QUIUPOBAHHbIX DU Total impurities (Method 1+Method 2)
npumMeceil uOympodeHa u Cymma npumeceii (Meron 1 +Merog
flapalieramona 2) - not more than 0.7% / ue 6onee 0.7
%
Ne Test / Iloka3aTesb [Results / Pe3yabraThl Specification / Hopma
8 Microbial limits /

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 6onee 100 KOE/r

| |

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpedosanpsam HI

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

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

INoarorosieHo: Iposepeno:  § Onobpeno: Menemwkep/ /)

Naresh Kumar @ Rahul Kumag——" PykoBoauTens (f >
-~ Pavan Kumar Sharma /

Reprint Datc: Reprint Date: Reprint Date:

Iata: 12.04.2022 Hara: 12.04.2022 Hara:12.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, TabsieTKH Jucneprupyemsble [1is aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200647

Batch Quantity / O6nem naprun : 547.500kg

890001584680

Analytical Report No / AnaauTu4deckuii oTder Ne :

Date of Analysis / IaTa ananu3za: 12.04.2022

Date of Manufacture / JlaTa npon3zsoacTsa : Mar-2022

Date of Expiry / Cpok roasocts : Feb-2027

Analysis performed according ND / Anann3s nposegen mo HJI: [1N011252/02-041021

a) Total acrobic microbial |
count / Ob1ee yucio

r |

|
|Shall be absent in 1g/ OtcyTcTBHE B ]|
|
i
|

Acceptance value (AV) should be not
than 150 / Iloka3atenp
npuemiemMoct (AV) nomxeH 6bITh He!

Acceptance value (AV) should be not
than 150 / Iloka3atens
npuemnemMocTti (AV) 10JbKeH ObITh HE
omnee 15,0 |

[Assay / Kosm4ecTBeHHOE
omnpe/esiecHAe

99.1 mg /99.1 mr

123.5 mg/ 123.5 Mmr

Specification / Hopma I
90.0 mg to 110.0 mg of Ci:H 130 i
(ibuprofen) per tablet /

07 90,0 mr 110 110,0 Mr C3His0: |
(ubynpoden) B Tabnetke

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

Ot 112,5 mr go 137,5 mr CgHyNO:»
(napaueramon) B TabJieTke

A3pOOHBIX MUKPOOPTaHU3MOB Absent
r
b) Total combined yeasts and
mould count / Obmee unucno
IMPOXOKEBBIX Y TUIECHEBBIX
rpr6oB
€) E. coli
9 [Uniformity of dosage units /
OXHOPOAHOCTH J03HPOBAHUSA 1.2 IMOore
- Ibuprofen / ubynpoden Oonee 15,0
more
1.2
- Paracetamol / mapaiietamon |
No Test / Iloka3zaTenn Results / Pe3yabTaThl
10

Remarks : The Product conforms to ND/
ITpumeuanne: Hponykr cooTBeTcTBYeT TpeboBanysaM HJT

Opinion : APPROVED
3akmouenue: OIOBPEHO

Prepared by / Checked by / Q-(, Approved by: Manager/Executive /

[loarorosneHo: [Tposepexo: \ Onobpeno: Menemxep / /.

Naresh Kumar @/ Rahul Kumaré,y PykoBoauTens (/w-:"‘_’ p
Pavan Kumar Sharma /

Reprint Date: Reprint Date: Reprint Date:

Hara: 12.04.2022 Jata: 12.04.2022 Jata:12.04.2022
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Page 5 of 5/CTp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykanu I0unop®, TabaeTku aucneprupyemble [ans aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200647

Batch Quantity / O6sem maprun : 547.500kg

890001584680

Analytical Report No / AHauTndyeckuii oryer Ne : Date of Analysis / lara anannza: 12.04.2022

Date of Manufacture / /Iata nponssoactsa : Mar-2022 |Date of Expiry / Cpoxk roasocrs : Feb-2027

Analysis performed according ND / Anasnus nposenes mo HJI: T NO1 1252/02-041021

11  [Package / YnakoBka

!

10 tablets in PVC/ALl blister. 2 blisters10 tablets in PVC/Al blister. 1, 2 or 20
and patient information leaflet in ablisters and patient information leaflet
carton pack. / ITo 10 Ttabnerox Bin a carton pack. / ITo 10 rabnerok B
oanctep uz [IBX/Al Tlo 2 G.TIHCT‘ep-LSJ'IHCTep u3 [IBX/AL Ilo 1, 2 umm 20!-
BMeECTE ¢ UHCTpYKUHEH NOG/IHCTEPOB BMECTE C HHCTPYKLHEH 1o
MPHMEHEHHIO B ITAYKy KAPTOHHYIO.  [IPHMEHEHHIO B MAYKY KapPTOHHYIO.

12 Labeh:ng / MapkupoBKa

\According to ND. / B cootserctum ¢ HJI.

13 Storage conditions /
Xpanenue

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

B OPMIMHAIIbHOM yIIaKoBke (61ucTep B Mauke) Npu TEMNEPaType HE BbIlLE |
25 °C.

14 Shelf life / Cpox roxHocTH

5 years / 5 net

Hata: 12.04.2022

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Tpoaykr cootercTayeT TpeboBagusam HI 3axmodenne: OJOBPEHO

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

[MoAroToBNIEHO: : [Tposepeno: Onobpeno: Menemxep / /)

Naresh Kumar @ Rahul Kumar PyxoBoaureins %
- Pavan Kumar Sharma

Reprint Datc: Reprint Date: Reprint Date:

Jarta: 12.04.2022

JaTa:12.04.2022
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