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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Page 1 of 5/Ctp.1u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykaun FOunop®, TabJeTKH Aucneprupyembie [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200648

Batch Quantity / O6bem naprun : 547.500kg

890001585061

Analytical Report No / AnanutHdeckHii oruer Ne :

Date of Analysi

s / laTa ananau3a: 14.04.2022

Date of Manufacture / Jlata npou3BoacTsa : Mar-2022

Date of Expiry

/ Cpoxk roanoctn : Feb-2027

Analysis performed according ND / Ananu3s nposegen mo HJI: 1 N011252/02-041021

LN‘Q [Test / llokasaTeab Results / Pe3yabTaThbl Specification / Hopma
il Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onjwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor, /
Kpyraple — nnockouunuHapnyeckueKpyriabie  MioCKOLHIHHAPHYECKHE
TabneTkH ~ po3oBOro  mBeTa  Crabinerkn  po30BOrO  lLBeTta
BKpArICHHAMH, ¢ Gackoit M pUCKOH HaBKpanieHHaMH, ¢ PacKkoi 1 puckoit Ha
ONHOI CTOPOHE,0AHOI CTOpPOHE,
C XapaKTePHbLIM 3aII1aXOM. C XapaKTepHbIM 3aaXOM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
lMoAdHHHOCTD COOTBETCTBYET on the chromatogram of the test
| solution should correspond (o the
| retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
| solution (section Assay). / Bpemena

YACPKHBAHNA OCHOBHBIX [MHKOB Ha
XpomMaTorpaMmme HCIIBITYEMOTO
pacTBopa [OJLKHBI COOTBETCTBOBATH

BpEMEHaM YIAEPKHBAHHS THKOB HA
XpoMaTorpamme pacTBopa
craHaapTHeIx obpasios ubynpodena
11 napatieramona (pasnen

«KonnuyecTBeHHOE OMpefAeNeHHE).

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoaykT coorsercTByeT Tpebosanusam HJI

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by /
IloxarorornexHo:
Naresh Kumar

&

Checked by /
IIposepeHo:
Pardeep Kumar

-

-

Onobpeno: Meneixg
PykoBogutesb /
Abhishek Chauhan “—

Approved by: Manag«iilixecx{ive /
1/

Reprint Date:
Hata: 14.04.2022

Reprint Date:
Jlata: 14.04.2022

Reprint Date:
Jara:14.04.2022

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
H6yxann IOaHop®, TabyieTKH Aucneprupyemble [aust aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200648

Batch Quantity / O6nem maptuu : 547.500kg

890001585061

Analytical Report No / AHanuTH4YeckHii oTyer Ne :

Date of Analysis / JlaTa ananu3za: 14.04.2022

Date of Manufacture / Jlara npou3soactsa : Mar-2022

Date of Expiry / Cpok rognocrs : Feb-2027

Analysis performed according ND / Ananuz npoeegen no HJI: [T N011252/02-041021

357.7 mg to 372.3 mg (365.0 mg =+
2.0 %). /Ot 357,7 mr mo 372,3 mMr
(365,0 Mr + 2,0 %)

Not more than 3 min /
He Gomnee 3 mun

INot less than 70% (Q) of CpsHisO2

Specification / Hopma

(ibuprofen) after 30 min /

He menee 70 % (Q) CisHisOr
(nbynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /

iHe menee 70 % (Q) CsHoNO,
(napaueramonn) uepes 30 MuH

3 Average weight of tablets / 366.4 mg/ 366.4 mr
Cpennsst Macca Tab1eTOK
Complies/coOOTBETCTRYET
4 Disiiltegration / 00 min:42 Seconds/00 muH 42 Sec
, Pacnagaemocts |
Ne Test / Iloka3aTesib Results / Pe3yJabTaThl
5  |Dissolution / 102% t0 103%
PacTBopeHue
101% to 103%
|
6 Dispersibility / Complies / CooTBeTCTBYET
McnepcHOCTH ithe
|

Uniform suspension passing through
710 um  sieve is formed
[JﬁpasyeTca OIHOPOJHAS CYCIEH3Us,
1

poxopsias 4epes CHTO C pasMepoM,
orsepcTuii 710 Mkm .

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykT coorBercTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Jata: 14.04.2022

Prepared by / Checked by / Approved by: Manager/Executivie /
[loaroroBneHo: ITpoBepeno: Onobpeno: Menemxep / ‘{:
Naresh Kumar @;’/ Pardeep Kumar oﬁ,/ PyKOBORHUTEI i

- Abhishek Chauhan ==
Reprint Date: Reprint Date: Reprint Date:

Hara: 14.04.2022

Hara:14.04.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNo6ykans FOunop®, TabjeTku qucneprupyemsle [ans aereii], 100 mr + 125 mr

Batch No / Cepusi No : V2200648

Batch Quantity / O6bem mapTan : 547.500kg

890001585061

Analytical Report No / AnanuTnyecknii order Ne :

Date of Analysis / JlaTa ananusa: 14.04.2022

Date of Manufacture / lata npousBoacTsa : Mar-2022

Date of Expiry / Cpok roanoctn : Feb-2027

Analysis performed according ND / Anaaun3s nposesen mo HJI: I1N011252/02-041021

|7 Related substances /
PoacTrBenHble mpuMecH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenerue
ColepXKaHUs COAEPKAHMS
4-amMmuHo(deHONa

Method 2 / Mertog 2 —
Determination of Ibuprofen
and Paracetamol unidentified |
impurities / Onpenenenue |
HEUISHTUPHULIHPOBAHHBIX
npuMeceil ubynpodena u
napaneTramosia

0.0004%

BDL (Disregard limit 0.05%)

0.0004%

4-aminophenol (paracetamol impuritjz)

4-aMUHOGEHO (npuMech
napaueraMosia) - not more than)
0.005% / ue 6onee 0,005 %

Any individual unidentified impurity,
of (ibuprofen or paracetamol)
EnuHu4HAas HeuJeHTAGUIHpOBaHHAS
MpUMECH ubynpodeHna HIH
[mapaneramona -

not more than 0.2% / He 6onee 0,2%

Total impurities (Method 1+Method 2)
| Cymma npumecedt (Meton 1 + Mertog,
2) - not more than 0.7% / He 6onee 0.7
%o

Ne  [Test / Iokazatean

3 Microbial limits /
Mukpo6uoJorayecKkas
YUCTOTA

Results / Pe3yabTaThl

Specification / Hopma

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

Less than 100 CFU/g/
Meree 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/
IIpumeuanne: [lpoagykr cooTBeTcTBYET TpeboBaHusM HJJ

Opinion : APPROVED
3axmoyenune: OJIOBPEHO

Hara: 14.04.2022

Jara: 14.04.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosieHo: @5/ IIpoBepeHo: Qpnobpeno: Menemxep / T
Naresh Kumar Pardeep Kumar Qﬁ—; Pykosomiirenb -

Abhishek Chauhan ==
Reprint Date: Reprint Date: Reprint Date:

Jara:14.04.2022

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
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykaun FOuuop®, TabaeTkn aucneprapyemsle [gns neteii], 100 mr + 125 mr

Batch No / Cepus Ne : V2200648

Batch Quantity / O6bem napruu : 547.500kg

890001585061

Analytical Report No / Ananntnyeckni oTyeT Ne :

Date of Analysis / laTa ananu3a: 14.04.2022

Date of Manufacture / JlaTa mpou3BogcTsa : Mar-2022

Date of Expiry / Cpok rogaoctn : Feb-2027

Analysis performed according ND / Anann3s nposegen mo HJL: 11 N011252/02-041021

) Total aerobic microbial
count / Ob1ee urciao

:aapo6HLIx MUKpPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6uiee ducno
IPOXOKEBBIX U TUIECHEBBIX
rpuboB

c) E. coli |
|9 Uniformity of dosage units / |
OaHOPOAHOCTH J03HPOBAHHS |

- Ibuprofen / ubynpoden

- Paracetamol / napaueramoln

Absent

Shall be absent in 1g/ OtcyTcTrEe B 1
r

2.1

2.1

'A_cceptance value (AV) should be not

more than 15.0 / Iloxa3arens
npnemaemocti (AV) 10JDKeH ObITh He
bonee 15,0
Acceptance value (AV) should be not
more than 15.0 / Iloka3arens
npuemiemocti (AV) no/mkeH ObITh He
oonee 15,0

Test / Iokazareb
|Assay / KonnuecTBenHOe
bonpeneieHue

No
10

Results / Pe3yabTaThl

100.0 mg /100.6 mMr

124.3 mg/ 124.3 Mr

Specification / Hopma |
00.0 mg to 110.0 mg of C13H 302
(ibuprofen) per tablet /

Ot 90,0 mr 1o 110,0 mr C3H130;
(ndynpoden) B Tabnerke

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

OT 112,5 Mr go 137,5 mr CsH9NO,

(mapaneramodn) B TabNeTke

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykt cooTeTcTBYET TpeboBanusam HJT

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by /
Tlogrorosneno:
Naresh Kumar

G

Checked by /
[IpoBepeHO:
Pardeep Kumar

Approved by: Manager/Executiye /
Onobpeno: Menemxep / {
PykoBonuTens N —
Abhishek Chauhan L=

Reprint Date:
Jara: 14.04.2022

Reprint Date:
Jlata: 14.04.2022

Reprint Date:
Jara:14.04.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
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Dr. Reddy’s Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
PageS5of 5/ Crp.5u35

Product : Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyknun FOuuop®, TabeTku aucneprupyemsole [nas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200648

Batch Quantity / O6bem naptuu : 547.500kg

890001585061

Analytical Report No / AnaauTH4yecknii order Ne : Date of Analysis / JlaTa ananm3za: 14.04.2022

Date of Manufacture / Jlata npoussoacTsa : Mar-2022 |Date of Expiry / Cpok rogaoctu : Feb-2027

Analysis performed according ND / Ananu3 npoeegen o H: IT N011252/02-041021

11 Package / Ynaxkoska

and patient information leaflet in ablisters and patient information leaflet
carton pack. / Tlo 10 Tabnetok Bin a carton pack. / ITo 10 Tabnetok B
onucrep u3 [IBX/AL Ilo 2 dauctep %nucrep u3 [IBX/AL Ilo 1, 2 unu 20
BMeECTe c HHCTPYKLHEH NOONNCTEPOB BMECTE C UHCTPYKLHEH 10!
[IPUMEHEHHIO B MAYKY KAPTOHHYK.  [IPHMEHEHHIO B [1a4YKy KapTOHHYIO.

10 tablets in PVC/ALl blister. 2 blister:‘F)O tablets in PVC/Al blister. 1, 2 or 20

|
12 ILabeling / MapkupoBka

IAccording to ND. / B coorBercteuu ¢ HJL.

13 Storage conditions /
XpaHenue

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

B opuruHanbHol ynakoBke (OMcTep B Nadke) PU TEMIEPATYPe HE BbIILEC
25 °C.

14 Shelf life / Cpox rognocTn

S years / 5 ner

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Hponykr cooreTcTByeT TpeboBanmsaM H] 3akmouyenue: OJOBPEHO |

Prepared by / Checked by / Approved by: Manager/E; ecuti\f /

[ToaroropneHo: , IIpoBepeno: (i/ Onobpeno: Menemxep / /|

Naresh Kumar @ Pardeep Kumar = PykoBonurens e
Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:
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