Dr.Reddy’s “:'.

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

Tel : +91 98166 56001-02
www.drreddys.com

Page 1 of 5/ Ctp. 1 3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykann FOunop®, TabaeTku gucneprupyemsle [ais geteii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202146

Batch Quantity / O6bem mapTun : 547.500kg

890001623596

Analytical Report No / AHanuTHYecKuUii oTueT No :

Date of Analysis / laTta aHanu3a: 28.10.2022

'Date of Manufacture / Jlata npoussoacrea : Sep-2022

Date of Expiry / Cpok rogHoctu : Aug-2027

|Analysis performed according ND / Auanun3 nposegen no H/: I1N011252/02-041021

Ne Test / Ilokasarenb
1 Description / Onucanue

Identification /
TToMTHHHOCTEL

FG"_

Results / PesynbTaTtsl

one side and characteristic odor. /
Kpyrnsle
rabJieTkH

pPO30BOTO  LBETA

oaHOM
,b XapaKTEPHBIM 3aaxoMm.

sult _I'-Speciﬁcation / Hopma ‘
Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line on

nnocxounnmmpuqecmmfl(pymble
crabneTku
BKpanieHusiMu, ¢ $ackoit U puckol HaBKpanneHusmy, ¢ packoi U puckoii Ha
CTOPOHE,0/1HOI

one side and characteristic odor. /
TUTOCKOLIMNNHAPHYECKY e
PO30BOTO uBeTa C

CTOpPOHE,
C XapaKTEPHbIM 3al1aXOM.

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
fparacetamol  reference  standards
solution (section Assay). / Bpemena
lyAep/KHBaHis OCHOBHBIX [MHKOB HA
XpomarorpamMmme HCIBITYEMOI0
pacTBOpa NOMKHBI COOTBETCTBOBATH
BpeMeHaM  YAEPKHBAHUS [HKOB HA

XpOMATOrpaMme pacTeopa
cTangaprTHblx o06paszuos ndynpopena
H napateramona (pasnen

i omuecrseHHoe orpenaeneHie »).

Remarks : The Product conforms to ND/
IIpumevanue: Ilpoaykt cooTBeTcTBYET TpeboBaHuam H/|

Opinion : APPROVED
3akarouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITozrorosneno: IlpoBepeHo: p Onobpeno: Menemxep /
Ankaj Verma - Pardeep Kumar c::[——/ Pykosoautens A\
Amit Kumar
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.10.2022 Jata: 28.10.2022 JaTa:28.10.2022

Registared Dffica: 8-2-327, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2929, Email: maiidrreddys com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘_’.

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

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

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIU3A

Page 2 of 5/ CTp. 2 M3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnns FOunop®, Tadnerkn qucneprupyemble [ans gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202146

Batch Quantity / O6bem napruu : 547.500kg

| Analytical Report No / AHa/iuTHUYeCKHIi oTaer No :
890001623596

Date of Analysis / JlaTa ananun3za: 28.10.2022

|{Date of Manufacture / Jlata npoussoacTsa : Sep-2022

Date of Expiry / Cpok rognoctu : Aug-2027

|Analysis performed according ND / Anaaus nposeaen nmo HJ: I1 N011252/02-041021

Ne iTest / Illoka3zaTennb | -

Results / Pe3yabTaThl

Specification / Hopma

3 /Average weight of tablets /
Cpeansas Macca TabneTok

361.4 mg/ 361.4 mr

Complies/cooTBETCTBYET

357.7 mg to 372.3 mg (365.0 mg+ |
2.0 %). /Ot 357,7 mMr no 372,3 mMr
(365,0 mr 2,0 %)

Not more than 3 min /
He 6onee 3 MuH |

4 Disintegration / ‘ 00 min:36 Seconds/00 mun 36 Sec
Pacnanaemocts

5 ‘Dissolution / 99% to 101%
PacTBOpenne

98% to 100%

Not less than 70% (Q) of C;3H;50x
ibuprofen) after 30 min / '
He wmenee 70 % (Q) Ci;;His0;
(1noynpoden) vepes 30 mun

Not less than 70% (Q) of CsHsNO:
(paracetamol) after 30 min /

He wmenee 70 % (Q) CgHuNO-
(napaueramon) yepes 30 muH

5] Dispersibility / .
HCDEPCHOCTE

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 pm sieve  is formed  /
Obpasyercst OAHOPOAHASA CYCTIEH3MHS,
MpoOXoAALLas Yepes CHTO € PasMepoM
orsepeTHii 710 mrMm

Remarks : The Product conforms to ND/

IIpumeuanne: [IponykT coorserctByeT TpeGoBanusm HJI

Opinion : APPROVED
3axnwuenue: OJJOPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroTosnexo: A [Tposepeno: Onobpeno: Menemxep /
Ankaj Verma > Pardeep Kumar <>L/ PyxosoauTtens _/A\" \—

- Amit Kumar —
Reprint Date: Reprint Date: Reprint Date:
Jara: 28.10.2022 Jara: 28.10.2022 HaTa:28.10.2022

2: 8-2-337, Read No 2, Banjare Riliz, Hyda
31 40 4900 2900, Fax: +91 40 4600 298¢
CIN: L85195AP1934PLCOO4

wwvy, drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Dr. Reddy's Laboratories Lid.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

Page3of 5/ Crp.3 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
UGykann OHHop®, Tab1eTKu Aucneprupyemsle [as aereii], 100 mr + 125 mr

[Batch No / Cepusi Ne : V2202146

Batch Quantity / O6bem naprTuu : 547.500kg

890001623596

Analytical Report No / AHaanTn4eckuii oruer No :

Date of Analysis / laTa ananusa: 28.10.2022

Date of Manufacture / lata npousBogacTsa : Sep-2022

Date of Expiry / Cpok rognocru : Aug-2027

Analysis performed according ND / Auaan3s nposeger mo HJI: I1 N011252/02-041021

p‘@ Test / TlokazaTens

Results / PesysibTaThl

7 Related substances /
PoacrBeHHblE IpUMeECH

Method 1/ Meron 1 —
Determination of 4-Amino
Phenol content / Onipenenenne
ColepKaHUsl COAEPKaHUs
-aMHHO(peHoNa
|
Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenne
HEUAEHTUULUPOBAHHBIX
npumecedt n6ynpodeHa u
napaueramona

8 Microbial limits /
Mukpo0uoJoruyecKas
YUCTOTA

0.0002%

BDL (Disregard Limit 0.05%)

0.0002%

_Speciﬁcation / Hobma ]

ﬁ-aminophenol (paracetamol impurity)
v

A-aMuHO(EHON (mpumecsy
mapaueramona) - not more than
0.005% / ne 6onee 0,005 %

Any individual unidentified impurity|
of (ibuprofen or paracetamol) /
EnManuydas HedIeHTUDULHPOBAHHAS
MpHUMech nbynpodena )2l
napayeramona -

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

Total impurities (Method 1+Method 2)
Cymma npumeceh (Meton 1 +Meton
2) - not more than 0.7% / He GoJee 0.7,
v |
|

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/
IIpumeuanue: IIpoaykT cooTBeTcTBYET TpedoBaHuaM H/

Opinion : APPROVED
3axmwoyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotroBaeHo: ) [IposepeHo: [ Onobpeno: Menemxep /
Ankaj Verma A - Pardeep Kumar CL-” Pyxosoauteins V"‘_‘\.:_—;,,f
. Amit Kumar
Reprint Date: Reprint Date: Reprint Date:
Jara: 28.10.2022 Jara: 28.10.2022 Hara:28.10.2022

Ragistered Difica: 3-2
Toi +21 40 4

)l
Fd

CIN: L8E195AP1984PLCO04S0TY
www.drreddys.com

-337, Road Ne. 3, Banjara Hills, Hydcranad - 500034, Telangang, India
900 2900, Fax: +91 40 4900 229¢, Emait minil@drreddys.com



Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTROHUKAT AHAJIM3A

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

Page 4 of 5/ CTp. 4 u3 5

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HUoyknud FOHHop®, Tabnerku ancneprupyemble [as aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2202146 Batch Quantity / Oobem maprumn : 547.500kg
Analytical Report No / AHanuTHYecKkHii oTueT Ne : Date of Analysis / JlaTa ananu3a: 28.10.2022
890001623596

Date of Manufacture / lata nponzsoacrsa : Sep-2022 |Date of Expiry / Cpok rognoctn : Aug-2027

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

a) Total aerobic microbial |
count / Obiuee uncno
A3POOHBIX MUKPOOPTraHU3MOB Absent

b) Total combined yeasts and
mould count / Obwee uncno
MPOYOKEBBIX W NIIECHEBbIX
rpuboB

c)E.coli

iShall be absent in 1g / OtcyTcTBHE B 1
r

9 Uniformity of dosage units /
OpHopoaHOCTH 103UPOBAHHA 1.8

| - Ibuprofen / ubynpoden

1.8

- Paracetamol / napaueramon ‘

10 Assay / KonnuecTBeHHOE

omnpeneleHue

| 99.2 mg /99.2 mr

123.6 mg / 123.6 mr

Acceptance value (AV) should be not
more than 15.0 / Tlokasarens
npueMnemMocTn (AV) 1omKeH ObITh He
donee 15,0

Acceptance value (AV) should be not
more than 15.0 / Ilokasatens
npuemieMoctd (AV) nomxeH ObITh HE
Hornee 15,0

90.0 mg to 110.0 mg of C13H 302
(ibuprofen) per tablet /

OT1 90,0 mr go 110,0 mr Ci;3H30;
(ubynpoden) B Tabnetke

112.5 mg to 137.5 mg of CgHoNO,
((paracetamol) per tablet /

Ot 112,5 Mr 110 137,5 Mr CsHsNO;

_(napaueramon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cooTBeTcTBYeT Tpebopanusm HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

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

IToarorosnexo: Ilposepeno: Onobpexo: Menemxkep /

Ankaj Verma Pardeep Kumar OL’,_ wa_asnm-['reﬂh ,,:_":’____,_,
Amit Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 28.10.2022 Hara: 28.10.2022 Hara:28.10.2022

Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Hydarabad - 500024, Telangang, India
Jel: +31 40 49900 2900, Fax: +91 40 4900 2999, Email: mall@drreddys.com

CIN: LB5195AP1984PLCOO4567
www.drreddys.com



Dr.Reddy’s Q-!-'

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
CEPTUDUKAT AHAJIN3A

Page 50f5/Ctp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNo6ykaun YOunop®, Tabaerku aucneprupyemble [ans pereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202146

Batch Quantity / O6bem naptuu : 547.500kg

890001623596

Analytical Report No / AHannTHYeCKHit oTueT Ne :

Date of Analysis / lara ananau3a: 28.10.2022

Date of Manufacture / laTa npouszBoacrsa : Sep-2022

Date of Expiry / Cpok rognocts : Aug-2027

Analysis performed according ND / Ananu3 nposenen no H/: [1 N011252/02-041021

110 tablets in PVC/AI 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 Blm a carton pack. / ITo 10 Tabnetok B
onncTep u3 [IBX/AL Ilo 2 6aucrep .ﬁnﬂuunp u3 NIBX/Al [lo 1, 2 wnu 20
UHCTPYKLMEH MOOAHCTEPOB BMECTE C MHCTPYKUKeH no
MPUMEHEHHUIO B Na1Ky KapTOHHYIO.

11 iPackage / YnakoBka
|
BMeCTe c
[ IanMeHeHMlO B MIa4Ky KapTOHHYIO.
(12 ]gLabeling / MapkHupoBKa

13 Storage conditions /
Xpanenue

|According to ND. / B cootsetcTBnu ¢ HJI.

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

B opuriHansHol ynakoske (61McTep B Mayke) npy TEMIEPATYpPE HE BhILLE
25 °C.

14 Shelf life / épOK ro_nHOCTn

S years /5 et

Remarks :

The Product conforms to ND/
Npumeuanne: [Tponykr coorBeTcTByeT Tpebopanusm HJL

Opinion : APPROVED
3akawuenne: OJOBPEHO

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

IToarorosnexo: [TpoBepeHo: Opobpeno: Menemkep /

Ankaj Verma /’2/ Pardeep Kumar (_AL,,/ PykxoBoauteis N
Amit Kumar —

Reprint Date: Reprint Date: Reprint Date:

Hara: 28.10.2022 Hara: 28.10.2022 Harta:28.10.2022

Registered Offica: 8-2-237, Road MNo. 3, Banjara Hills, Hydorabad - 500034, Telanganz, Indiz

Tel: +91 40 4900 2900, Fax:

CIN: LB5195AP1984PLCO04507
www.drreddys.com

91 40 4900 299¢, Emzil: mail@drreddvs.com



