Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 1 of 5/Ctp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6yxann FOunop®, Tabaerku aucneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200343

Batch Quantity / O6bem napruu : 547.500kg

890001577480

Analytical Report No / AHanuTHYecKuii oryer No

Date of Analysis / Jlara anannza: 08.03.2022

Date of Manufacture / Jlata npousgoacrsa : Feb-2022

Date of Expiry / Cpoxk roauocty : Jan-2027

Analysis performed according ND / Anamns nposesien o HJI: [TNO1 1252/02-041021

[)]

2

Test / IToka3zaTenn

Results / Pe3yabTaThl

Specification / Hopma

I  [Description / Onucanue

one side and characteristic odor. /
Kpyribie
radneTki po3oBoro  LBeTa
l01HOI1

C XapakTepHbIM 3aMaXoM.

Pink flat-faced beveled—'e'dge tablets
with impregnations and a score-line onwith impregnations and a score-line on

MNOCKOUHITHHAPHYECKHE

BKparenisMe, ¢ Gackoil 1 pucKoii-HaBKpaniennaMu, ¢ Gackoil 1 puckoii Ha
CTOPOHE,0HOI

Pink flat-faced beveled-edge tablets

one side and characteristic odor. /
Kpyrabie — NIOCKOLMINHAPHYECKIE
crabnerkn pozoBOro  UBeta ¢

CTOPOHE,
C XapaKTepHBbIM 3aI1axoM.

Identification /
[loaTMHHOCTH

Complies as prescribed/
CoOTBETCTRYET

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
yAepKHBaHHA OCHOBHBIX MHKOB Ha
Xpomarorpamme HCIBITYEMOTO|
pacTBOpa JOJDKHBI coomeT(;TBoBaTb|
BpeMeHaM yZepiKHBaHHS THKOB H
XpOMaTorpamMmme pacTBop
CTaRAapTHBIX 00pasios HOynpodeu
i niapaneramona (paznen
«KOINYECTBEHHOE OMpe/IeNeHHE).

Remarks : The Product conforms to ND/
Tpumeuanue: JIpoaykT cooTBeTCTBYET TpeboBanusm H/L

Opinion : APPROVED
3akmouenre: OJJIOBPEHO

Jlata: 08.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
ITozrorosaeHo: ITposepeHo: Onobpeno: Menemxep / {
Naresh Kumar @/ Pardeep Kumar Ci’/ PykoBoauTenb i

.l Abhishek Chauhan L
Reprint Date: Reprint Date: Reprint Date:

Jara: 08.03.2022

Jata: 08.03.2022

Registered Office: 3-2-337, 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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CEPTH®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Woykmnn FOunop®, TabneTky aucneprupyemble [ans aeveii], 100 mr + 125 mr

Batch No / Cepusg Ne : V2200343

Batch Quantity / OGbem naptuu : 547.500kg

Analytical Report No / AnamuTH4YecKknii orger Ne :
890001577480

Date of Analysis / Jlata anann3a: 08.03.2022

Date of Manufacture / JIara nponsBogcrsa : Feb-2022

Date of Expiry / Cpok roanocru : Jan-2027

Analysis performed according ND / Anaaus nposesen mo HJI: [TN011252/02-041021

3 |Average weight of tablets / 364.2mg/ 364.2mr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsist Macea TabeToK 2.0 %)./ Ot 357,7 mr o 372,3 mr
Complies/cOOTBETCTBYET Il(365,0 mr + 2,0 %)
4 Disintegration / 00 min:34 Seconds/00 mun 34 Sec [Not more than 3 min /
PacnagaemMocth He 6onee 3 MuH
No Test / Iloka3zaresb Results / Pe3yibTaThl Specification / Hopma
S Dissolution / 98% to 101% Not less than 70% (Q) of CisHisO:>
PacTBopeHue (ibuprofen) after 30 min /
He wmemee 70 % (Q) CisHizOs
(ubynpoden) gepes 30 MUH
97% to 100% Not less than 70% (Q) of CsHoNO,
(paracetamol) after 30 min /
' He wmenee 70 % (Q) CsHoNOy
. 1 ~ {(napaueramon) uepes 30 MuH
! Dispersibility / Complies / COOTBETCTBYET Uniform suspension passing through
MucnepcHocTs the 710 pm sieve is formed /

(O6pasyeTcsl OXHOPOAHAs CYCIEH3MS,
poxosllas 4epe3 CHTO ¢ pasMepoM|
otsepetiii 710 MkM

Remarks : The Product conforms to ND/
TIpumeuanue: [IpoyKT cooTBeTCTBYeT Tpebosanusm HJI

Opinion : APPROVED
3axmoyenue: OJOBPEHO

Jara. 08.03.2022

Prepared by / Checked by / Approved by: Managen/Execjitive /

[ToarotoBneHo: IpoBepeHo: OnobpeHo: Megc,u}xep{//E f

Naresh Kumar @/ Pardeep Kumar <= PyxoBogutens { 8
Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

JHara: 08.03.2022

Hara: 08.03.2022

Registered Office: 3-2-337, 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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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6yxnnn FOunop®, Tagrerky aucneprupyemsie [aus gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200343

Batch Quantity / O6bem napTnu : 547.500kg

890001577480

Analytical Report No / AHannTHYecKH#i oT4yer Ne :

Date of Analysis / Jlata anann3za: 08.03.2022

Date of Manufacture / Jlata npoussojcrea : Feb-2022

Date of Expiry / Cpok rognocty : Jan-2027

Analysis performed according ND / Anaiu3 nposenen mo HJI: [1N011252/02-041021

7 Related substances /
PoncTBeHHbIE IPHUMECH

Method 1/ Merton 1 —
Determination of 4-Amino
Phenol content / Onpenenenye
ConeprKaHusl cofepKanus
4-amrHodeHoNa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenedue
HeuIeHTHOUUHPOBAHHBIX
npumeceii HOynpogeHa u
mapaieramora

0.0002%

0.08%

0.1%

’4-aminophenol (paracetamol impurity)
y

l4-aMI/IHO(beHOJI (nmpumech
mapaueramona) - not more than
0.005% / ue 6onee 0,005 % |

Any individual unidentified impurit})!
of (ibuprofen or paracetamol) /|
EauHu4YHAs HEeWIeHTUQHIUpPOBAaHHAS
MpHUMECH nbynpodena unu
mapaleraMora -

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

Total impurities (Method 1+Method 2)
Cymma npumeceii (Meton 1 + Metop
2) - not more than 0.7% / He 6onee 0.7
%

Test / Tloka3aTeb

Results / Pe3ynb¥aTu

Specification / Hopma

8 Microbial limits /
Mukpo6HuoJioryyecKkas
qHCTOTA

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 6omee 1000 KOE/r

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

Remarks : The Product conforms to ND/
IIpumevanue: [TpoaykT cooteTcTByeT Tpebosanusm HJI

Opinion : APPROVED
3akmouenue: OOBPEHO

Prepared by /
IToarotoBneHo:
Naresh Kumar

&

Checked by /
IIposepeHo:
Pardeep Kumar

~{—

Onobpeno: Meneikep|/
PykoBOIMTENE ’ o
Abhishek Chauhan “~~

Approved by: ManagerfExe({ﬁve /

Reprint Date:
Jara: 08.03.2022

Reprint Date:
Jara: 08.03.2022

Reprint Date:
Hara: 08.03.2022

Registered Office: 3-2-337, 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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CEPTUOHKAT 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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yxans YOruop®, TabseTky agncneprupyembie [aas gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2200343

Batch Quantity / O6bem napruu : 547.500kg

890001577480

Analytical Report No / AnajauTH4eckuii oT4eT Ne :

Date of Analysis / Jlata anann3a: 08.03.2022

Date of Manufacture / /lTata npousBoncTsa : Feb-2022

Date of Expiry / Cpok roasocTs : Jan-2027

Analysis performed according ND / Anamus nposeaes mo HJI: ITNO1 1252/02-041021

a) Total aerobic microbial
count / O6Lee YUCTO
A3pOOHBIX MUKPOOPTraHU3MOB Absent Shall be absent in 1g / OtcyTcTBHE B 1
r
b) Total combined yeasts and
mould count / Ob1uee yucio
ITPOMOKEBBIX U [IECHEBBIX
rpu6oB
| c) E. coli
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOPOAHOCTL J03HPOBAHUA 2.0 more than 15.0 / [Ilokaszarens
: npremiemocTi (AV) IomKeH OLITE He|
- Tbuprofen / ubynpogen Gonee 15,0
Acceptance value (AV) should be not
more than 150 / [loxkazarens
2.1 npuemiemocti (AV) o/okeH OBITh He

L Paracetamol / napaiietamoJ

Ooxnee 15,0

Ne Test / IToxa3zaTelb

Results / Pe3yabTaThl

Specification / Hopma

10 Assay / KonnuecTBeHHOE

onpeaejeHue

100.2mg /100.2 mr

124.7mg / 124.7mr

90.0 mg to 110.0 mg of C13Hi1s0;
(ibuprofen) per tablet /

OT 90,0 MTI 10 110,0 mr C13HizOs
(ubynpoden) B TabneTke

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

Ot 112,5 mr go 137,5 mr CgHgNO»
(napaueramor) B TabueTke

Remarks : The Product conforms to

ND/

Ipumeuanne: [IpoaykT cooteTcTBYeT Tpebosannam HJT

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
TToarorosneso:
Naresh Kumar

Q.

Checked by /
[Iposepeno:
Pardeep Kumar

Approved by: Manager/Execu ive /
Opnobpeno: Menemxep/ {
PykoBogutenb /,J—
Abhishek Chauhan ‘£~

Reprint Date:
Hara: 08.03.2022

Reprint Date:
Jara: U¥.U3.2022

Reprint Date:
Jara: 08.03.2022

Registered Office: 38-2-337, 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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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
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Page 5of 5/Ctp. 5135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykmnn FOmop®, TaGerky gucneprupyemble s aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2200343

Batch Quantity / O6bem naprun : 547.500kg

890001577480

Analytical Report No / AHaauTHueckuii oryer Ne :

Date of Analysis / [laTa anamuza: 08.03.2022

Date of Manufacture / Jlara npoussoactsa : Feb-2022

Date of Expiry / Cpox rogaocts : Jan-2027

Analysis performed according ND / Anasius nposegen no HJL: 1 N011252/02-041021

11 Package / YnakoBKa

carton pack. / Ilo 10 Tabnetok

BMeCTe c HHCTpYKLIUEH
MpUMEHEHUIO B NAYKY KapTOHHYIO.

10 tablets in PVC/AI blister. 2 blisters|10 tablets in PVC/Al blister. 1, 2 or 201I
and patient information leaflet in ablisters and patient information leaflet

in a carton pack. / ITo 10 TabneTok B

BGaucrep u3 [IBX/AL Ilo 2 GmwTepa]GnnCTep u3 [IBX/AlL Tlo 1, 2 wnu 20
NOONHCTEPOB BMECTE C MHCTPYKLIMEH 11O

NpUMEHEHNIO B NaYKy KAPTOHHYIO. |

12 I.abeling / MapkupoBKa

According to ND. / B cootercteum ¢ H/L

13 Storage conditions /
XpaHeHHe

25 °C.

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

B opuruHanbHOM ynakoBke (6nucTep B natdke) Npy TEMNEPATYpe HE BbIILIC

14 Shelf life / Cpox rognocT

S years / 5 neT

Remarks : The Product conforms to ND/
Tipumedanue: [IpogyKT cOOTBETCTBYET TPeOOBAHHAM HJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executiye /
IToxaroroBineHo: [IpoBepeHo: , Ono6peno: Menemxep /
Naresh Kumar é// Pardeep Kumar QL—' PykoBoautens / 3

B Abhishek Chauhan (&
Reprint Date: Reprint Date: Reprint Date:
Jlara: 08.03.2022 Hara: 08.03.2022 Jara: 08.03.2022

Registered Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29989, Email: mail@drreddys.com
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