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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Pagel of 5/Crtp.1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uoykann 10uuop®, Tabnerkn qucneprupyemste [ais gereii], 100 mr + 125 mr

Batch No / Cepnst Ne : V2202145

Batch Quantity / O6bem naptuu : 547.500kg

Analytical Report No / Anaautudeckuii oryer Ne : |Date of Analysis / lata ananusa: 19.10.2022
890001622120

Date of Manufacture / /lara npoussogcrsa : Sep-2022 |Date of Expiry / Cpox rozmo.cm : Aug-2027

|Analysis performed according ND / Ananns nposesen no HJI: [T N011252/02-041021

Ne
1

Test / oka3aTe.b
Description / Onucanue

Results / PesyabTaTh - 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
lone side and characteristic odor. / |0ne side and characteristic odor. /

Kpyrnbie nnocxoananpnquKne!l{pyrnble TUIOCKOUMARHIPUYECKH |

TabNeTkd  po3oBOro  uBeTta  crabieTkH  pO30BOrO  LBeTa c‘
BKpanieHusAMH, ¢ packoil u puckoii HaBkpanneHnsMy, ¢ hackoit n puckoii Ha
ozHOi CTOPOHE, 0 HOI CTOpOHE,

C XapaKTEPHBIM 3aN1axoM. C XapaKTEPHLIM 3allaxoM.

]

[Identification /
TloxIHHHOCTDL

Complies as prescribed/ The retention times of the main peak_éi
CoorBeTcTBYET on the chromatogram of the test
' solution should correspond to th
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VACPKHBAHNS OCHOBHBIX TNHKOB H4
Xpomarorpamme HCTBITYEMOTo
pacTeopa JAOMKHbLI COOTBETCTBOBATH)
BpeMeHaM YIepKHBAHNHS TMHKOB Ha

Xpomarorpamme pacTBopa
craHiapTHeIX o0pasuoB HOynpodeHa
I napaueramona (paznen

:<<KOJ'III‘{€CTBCH HOC OﬂpEﬂEJ‘IEH]IEb).

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr cootseTcTBYeT TpeboBaHusm HJI

Opinion : APPROVED
3akmouenne: OMOBPEHO

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

INonrorosneHo: TIpoBepeno: | Onobpeno: Menemxep / A

Naresh Kumar @ Pardeep Kumar _ '{’ e PykoBoauTenn \\_“;ﬁﬂ(,-
' Manoj Kumar "

Reprint Date: Reprint Date: Reprint Date:

Hara' 1Y.10.2022 Mara: 19.10.2022 JMara:19.10.2022

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



Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOUKAT 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

Page2 of 5/C1p. 213 5

'Product : Ibuclin J unior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrany FOunop®, Tadaerkn aucneprupyemsole [aus gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2202145

Batch Quantity / O6bem naprun : 547.500kg

890001622120

" |Analytical Report No / AnannTtudeckuii oruer Ne :

Date of Analysis / laTa ananusa: 19.10.2022 ]

Date of Manufacture / lata npon3sBoacrsa : Sep-2022

Date of Expiry / Cpok rognocru : Aug-2027

{Analysis performed according ND / Ananus nposenen no HJI: [T NO011252/02-041021

Test / IloxazaTean

e

‘ Results / Pe3yibTaThbl

{Speciﬁcation / Hopma |

3 Average weight of tablets / | 362.4 mg/ 362.4 mr

Cpennsisi Macca TaG1eToK

Complies/cooTBeTCTBYET
|

4 Disintegration / 00 min:33 Seconds/00 mun 33 Sec
_ PaciagaemocTb
5 Dissolution / 96% to 99%

PacTBopeHue

96% to 98%

6 Dispersibility /
AucmepcHocTnb

Complies / CooTBeTCTRYET

357.7 mgto 372.3 mg (365.0 mg+ |
2.0 %). /Ot 357,7 Mr go 372,3 mr
(365,0 mr = 2,0 %)

'Not more than 3 min /

He 6onee 3 MuH

Not less than 70% (Q) of Ci3His0:
(ibuprofen) after 30 min / |
He wmenee 70 % (Q) Cl3HlSO?I
(nbynpoden) yepez 30 Mun |
Not less than 70% (Q) of CsHoNO;
ﬁparacclamol) after 30 min /

He wmenee 70 % (Q) CsHyNO,
(napaueramod) yepes 30 MyuH
[Uniform suspension passing through|
he 710 um sieve is formed
Eﬁpasyﬂcs& OJIHOpPOHAsA CYCIEH3H,
i

IPOXOAALLAA HEPE3 CHTO € paamcpom|
TBEpPCTHIT 710 MKM

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr coorBercTByeT TpeboBanusaM HJJ

Opinion : APPROVED
3axmouenne: OJJIOBPEHO

Hata: 19.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroBneHo: 69 IIposepeno: P Onobpeno: Menemxep / ?
Naresh Kumar N Pardeep Kumar —| - PykoBoantenn “‘lztﬁi/

Manoj Kumar i
Reprint Date: Reprint Date: Reprint Date:

Hara: 19.10.2022

Hara:19.10.2022
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'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg ]

\Batch No / Cepust Ne : V2202145

Hoyraun YOunop®, tabaerkn aucneprupyembie [as gereii], 100 mr + 125 mr
' Batch Quantity / O6bem mapruu : 547.500kg

890001622120

Analytical Report No / Anasntuueckuii oryer Ne :

Date of Analysis / lata anamm3za: 19.10.2022

|Date of Manufacture / lara nponssoscrsa : Sep-2022

Date of Expiry / Cpok rognoctu : Aug-2027

Analysis performed according ND / Ananus nposesen mo HJI: [1 N0O11252/02-041021

LTV‘Q_ “iTcst / Iloka3aTennb

Results / Pe3yJ1bT£Fbl

Specification / Hopma

7 Related substances /
‘ Poxcreennbie npumMecu

Method 1/ Metop 1 —
‘ Determination of 4-Amino
Phenol content / Onpenenenne
CoJepKaHns CoaepKaHus '
H-amnHodenona

‘ Method 2 / Meton 2 —

Determination of Ibuprofen

and Paracetamol unidentified

impurities / Onpenenenue

HEHAEHTHULIUPOBAHHBIX

npumeceii HOynpodena n
apaieramona

0.00004%

0.07%

0.07%

"'4—aminophenol (paracetamol igqpurityj

d-amutohenon (npimecs
;napaucnm-:ona) - not more (han
.005% / ue 60nee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) |/
Ennnnudas HeupeHTUdUUNMpPOBaHHAas
fiprMech nbynpodeHa WIH
napaueramosna -

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

[Total impurities (Method 1+Method 2)
Cymma npumeceii (Meron 1 + MeTon
2) - not more than 0.7% / ne 6onee 0.7

o
7o

8 Microbial limits /
Muxpobnosornyeckas
‘HHCTOTa

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

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

INot 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/
Ipumeuanue: [Ipoaykr coorsetcriyer TpeGopanusm HJI

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by /
[ToarorosneHo:
Naresh Kumar

&

P

Checked by /
[TposepeHo: Y
Pardeep Kumar = J____

Approved by: Manager/Executive /

OpnoGpeno: Menemxep /
PykoBoauTens @_j)

Manoj Kumar

Reprint Date:
Hara: 19.10.2022

Reprint Date:
MHata: 19.10.2022

Reprint Date:
Harta:19.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



‘..0 Dr. Reddy's Laboratories Ltd.
y ° . "
Formulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

Paged of 5/ Crp. 4 u3z §

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrmun IOnnop®, TabaeTuy gucneprupyemsie [aas aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2202145 Batch Quantity / O0bem naprun : 547.500kg
Analytical Report No / AHanuTHyecknii oruer Ne : Date of Analysis / lata ananusa: 19.10.2022
890001622120

Date of Manufacture / JlaTa npon3soactsa : Sep-2022 |Date of Expiry / Cpok rogoctn : Aug-2027

Analysis performed according ND / Anaaus nposegen mo HJI: T1NO011252/02-041021

a) Total aerobic microbial
count / Ob1ee yHcno
a3p0BHBIX MUKPOOPTaHU3MOB Absent Shall be absent in 1g / OtcyrcTeie B 1
T

b) Total combined yeasts and |

mould count / Ob1ee YUco
NPOYKEBbIX U TTJIECHEBbIX

rpnboB
©) E. coli |
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOpOAHOCTH J03MPOBAHHA 1.2 more than 15.0 / Tloka3sarenn
rpuemnemocti (AV) fomKeH GbiTh He
- Ibuprofen / uGynpoden conee 15,0

Acceplance value (AV) should be not

ore than 15.0 / [Ilokasarens
| 1.1 npueMaeMocT (AV) nomkeH ObITh He
|- Paracetamol / napaueramon Gosnee 15,0

10 Assay / KosyecTBeHHOE ) 90.0 mg to 110.0 mg of C13H 30,
onpenejieHHe (ibuprofen) per tablet /
99.0 mg /99.0 mr 01 90,0 Mr no 110,0 mr C3H;50-

(ubynpoden) B Tabnerke
112.5 mg to 137.5 mg of CsHoNO»
123.3 mg/ 123.3 mr paracetamol) per tablet /
T 112,5 mr go 137,5 mr CgHoNO;
(napaueramon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [IpoaykT cooTBeTCTBYeT TpeGoBaHusM H T 3akaouenue: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: C IlpoBepeno: ; Onobpeno: Menenxep/
Naresh Kumar IL/‘/J/ Pardeep Kumar d, Pyxosoantens Oy _ﬁzz

] Manoj Kumar =
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.10.2022 Jara: 19.10.2022 Hata:19.10.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
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Vill. Khol, Nalagarh Road, Baddj,
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 5of 5/Ctp. 5u3 5

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun 10unop®, Tadjaerkn aucneprupyemsbie [pias aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2202145

Batch Quantity / O6bem naprun : 547.500kg

1890001622120

Analytical Report No / AHanuTHYeCKuii oTHeT Ne :

Date of Analysis / /laTa anaauza: 19.10.2022 ]

Date of Manufacture / TaTa npounssogcrsa : Sep-2022

Date of Expiry / Cpox rogHoctn : Aug-2027

Analysis performed according ND / Ananu3s nposesen mo HJL: [1 N011252/02-041021

11 Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters|1 0 tablets in PVC/AIl blister. 1, 2 or EOi
' End patient information leaflet in ablisters and patient information leaflet
arton pack. / Ilo 10 Tabnerok Bin a carton pack. / ITo 10 TaGnerok B
onncrep u3 [IBX/AL Tlo 2 6aucrepadmictep uz [MBX/AL [Mo 1, 2 uan 20
BMEcTE c MHCTpYKUHEH NOOJINCTEPOB BMECTE C MHCTPYKLIHEIT Mo
; ) |[MPHMEHEHUIO B [IAYKY KAPTOHHYIO.  [IPUMEHEHHIO B MAUKY KAPTOHHYI).
12 Labeling / MapkupoBka According to ND. / B cootsercreuu ¢ HJI.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C. |
XpaHeHUe
B opuruHaneHol ynaxoBke (6McTep B nadyke) Npu TEMNEPATYPE HE BhILIE
25 °C.
14 Shelf life / Cpok roanocTn |5 years / 5 ner

Remarks : The Product conforms to ND/
Ilpumeuanme: Ilponykr coorercTByeT TpeboBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOGPEHO

Hara: 19.10.2022

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

[ToaroroBneHo: : IpoBepeHo: Opnobpeno: Menemxep /

Naresh Kumar é/; Pardeep Kumar Q,f_é Pykosoaurtens @,‘U/J‘
. Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Jara: 19.10.2022

Hara:19.10.2022

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500024, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



