Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT 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

Page 1 of 5/Ctp. 1u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyknun FOunop®, TabjaeTku aucneprupyemele [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201852

Batch Quantity / O6bem naprun : 547.500kg

890001615434

Analytical Report No / Ananutuuyeckuii otyer Ne :

Date of Analysis / laTa anannza: 22.09.2022

Date of Manufacture / lata npon3Boacrsa : Aug-2022

Date of Expiry / Cpok rognocru : July-2027

Analysis performed according ND / Anaau3s nposeaen mo HJI: 1 N011252/02-041021

No Test / Iloka3zaTesn Results / PesyanaTu ) |'§J_n:mf cation / Hopma
1 Description / Onucanne Pink flat-faced beveled-edge rabletsl’mk flat-faced beveled-edge tablets
with impregnations and a score-line {m'wnh impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyrabie nnocxounnnﬂupnqwm|e|l\pyrnbie TUIOCKOLMIUHAPHUYECKHE
rabierkn  posoBoro  IBera  crablieTkd ~ po30BOro  lUBera ¢
BKpanyieHusMu, ¢ dhackoit U puckoil HaBKkpanaeHnami, ¢ dbackoit 1 puckoii Ha
OIHOH CTOPOHE.OAHON CTOPOHE,
C XapaKkTepHbIM 3aIMaXOM. C XapaKkTepHbIM 3aMaxoMm.
2 [dentification / Complies as prescribed/ he retention times of the main peaks
[lopsauuHOCTE CooTBeTcTBYET 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
YACPKUBAHNS OCHOBHBIX IHMKOB Ha
IxpomaTorpaMmme HCIBITYEMOTO
pacTBopa JOJIKHBI CDDTBCTCTBOBaTb|
BpeMeHaM YINepXKMBaHHs THKOB Hal
Xpomartorpamme pauraopa!
cTaHaapTHeIX obpasuos ubynpodena
H napaiertamosa (pasne
_ S| EE— «KonnuecTBeHHOE onpeneneHue).
Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpebopaHusM HJI

3akmouenue: OJJOGPEHO

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

IToarorosnexo: j IIposepeno: Opnobpeno: Menekep /

Ankaj Verma ﬂ/ Naresh Kumar = PykoBoautens }h; ; ey (
Manoj Kumar

Reprint Date: Reprint Date: Reprint Date:

Hara: 22.09.2022 Hara: 22.09.2022 Hata:22.09.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 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
Hoykaun FOuuop®, TadgeTKH Aucneprupyemsle [ans gereii], 100 mr + 125 mr

—

Batch No / Cepust Ne : V2201852

890001615434

Analytical Report No / Ananmutudeckuii order Ne :

Batch Quantity / O6bem mapTuu : 547.500kg
Date of Analysis / /laTa ananu3a: 22.09.2022

Date of Manufacture / lata npousBoacTsa : Aug-2022

Date of Expiry / Cpok rogaoctu : July-2027

Analysis performed according ND / Anann3 nposegen mo H/I: [1N011252/02-041021

Ne [Test / MokasaTean

3 Average Wéingt of tablets /
Cpennsist Macca TabJ1eTOK

Disintegration /
PacnagaemocTh

~ Results/ PesynbTaTsl
364.9 mg/ 364.9 Mr

Complies/cOOTBETCTRYET

| 00 min:33 Seconds/00 mun 33 Sec

1
5 Dissolution /
PacTBOpeHHe

\ 99% to 101%

! 98% to 100%

‘Specification / Hopma
357.7 mg to 372.3 mg (365.0 mg £

2.0 %). / Ot 357,7 mr no 372,3 mr
(365,0 Mmr = 2,0 %)

Not more than 3 min /
He Gonee 3 MuH

Not less than 70% (Q) of Ci3H50:
(ibuprofen) after 30 min /
He wmenee 70 % (Q) CisHisO;
(nbynpoden) yepes 30 MUH
Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO;
(napaueramoun) yepes 30 MUH

Dispersibility /
J{HcIIepCHOCTD

Complies / CooTBeTCTBYET

Uniform suspension passing through
the 710 um sieve is formed
O0pazyeTcs OJHOPOAHAS CYCIEH3Ms,
MPOXOosias Hepes CHTO ¢ pasMepoM
otBepeTHii 710 MM

Remarks : The Product conforms to ND/
IIpumeuanne: [TpogyxT coorBeTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

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

[loarorosnexo: I1posepeHo: Q Onobpeno: Meneuep /-

Ankaj Verma v Naresh Kumar < - PykoBoautens Ky odetee ( ' L
Manoj Kumar -

Reprint Date: Reprint Date: Reprint Date:

JHara: 22.09.2022 Hata: 22.09.2022 Jara:22.09.2022

Repisterzd Office: 8-2-337, Road Ne. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaud FOanop®, TabaeTku aucneprupyemble [nas gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201852

Analytical Report No / AHajHTHYeCKHil oTueT Ne :
890001615434

Batch Quantity / O6bem napruu : 547.500kg

Date of Analysis / /laTa ananusa: 22.09.2022

Date of Manufacture / laTta npon3soacrsa : Aug-2022

Date of Expiry / Cpok roasocru : July-2027

Analysis performed according ND / Anaau3z nposenen mo H/I[: 1 N011252/02-041021

Ne

Test / [lokazaTes

 Results/ PesyabTathl

Specification / Hopma |

7

Related substances /
PoacTBeHHBIE IpHMeCH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpexnenenune
coJiepKaHusl COJePKaHUs
4-amuHotheHoa

Method 2 / Metoa 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenenue
HenneHTUPUIPOBAHHBIX
npumeceit ubynpodena u
napaueramona

0.00005%

0.07%

0.07%

Microbial limits /
MukpoGnoaornueckas
YHCTOTA

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

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

4-aminophenol (paracetamol impurity)i
/

|
4-amuHOodeHoN (npumecn
Mmapayeramona) - not more than
0.005% / He 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol) )
Envuuunas HenpeHTHOHLMPOBaHHAS
IpUMech ubynpodena Wi
napateTraMona -

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

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

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /

He 605ee 100 KOE/r

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeGoBanuam HJL

Opinion : APPROVED
3aknwuyenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBnexo: [IposepeHo: @ Onobpeno: Menemxep /- :
Ankaj Verma Naresh Kumar = PykoBoaurens % ,;ZE,&C)
. N
Manoj Kumar =
Reprint Date: Reprint Date: Reprint Date:
Jata: 22.09.2022 Jara: 22.09.2022 Jara:22.09.2022
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun FOunop®, TabgaeTku aucneprupyemsbie [pis aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2201852

Batch Quantity / O6bem naptun : 547.500kg

890001615434

Analytical Report No / AHanuTH4ecknii oTuer No :

Date of Analysis / [laTta anamu3a: 22.09.2022

Date of Manufacture / [laTa npon3BoacTsa : Aug-2022

Date of Expiry / Cpok roanocrn : July-2027

[Analysis performed according ND / Ananu3 nposeaen mo HJL: [1 N011252/02-041021

I ) Total aerobic microbial
ount / Obuiee unciao
a3pOOHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O61uee yncno
IMPOAOKEBBIX U MJIECHEBBIX
rpubos

- ) E. coli
9 Uniformity of dosage units /
OAHOPOAHOCTL TO3HPOBAHUSA

- Ibuprofen / ubynpoden

- Paracetamol / mapaueramon

Absent

1.8

1.9

_Acceptan_ce value (AV) should be not

iShaH be absent in 1g/ OtcyTcTBUE B 1:
r

more than 15.0 / Tlokasarens
NpUEMIIEMOCTH (AV) 1OTKEH OBITh He
Bonee 15,0 ,
Acceptance value (AV) should be not
more than 15.0 / [loka3arens
npuemieMoctd (AV) nomxeH ObITh He
bonee 15,0

10 Assay / KosinuecTBeHHOE
onpenaeeHHe

100.4 mg /100.4 mr

122.9 mg/ 122.9 mr

90.0 mg to 110.0 mg of Ci3H150;
(ibuprofen) per tablet /
Ot 90,0 Mr o 110,0 mr Ci13H30;
|(H6ynpo¢)eH) B TabJyieTke
112.5 mg to 137.5 mg of CsHoNO,
(paracetamol) per tablet /

T 112,5 mr go 137,5 mr CsHoNO;

napaneramos) B Tabnerke

Remarks : The Product conforms to ND/
IIpumeuanne: ITpogyxT coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axawuenue: OJJOBPEHO

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

[loarorosnexo: : IIpoBepeHo: - Onobpeno: Menemxep /

Ankaj Verma /j/ Naresh Kumar @ PykoBoaurens } i (} _
Manoj Kumar (795

Reprint Date: Reprint Date: Reprint Date:

Hara: 22.09.2022 Jlata: 22.09.2022 Hara:22.09.2022

Regist:rod Office
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Page 5of 5/ Ctp.5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun I0rHODP®, Tad/IeTKH AncHeprapyemble [aas aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201852 Batch Quantity / O6bem maptuu : 547.500kg
Analytical Report No / AnaauTudeckuii oruer No : Date of Analysis / lata ananusa: 22.09.2022
890001615434

|Date of Manufacture / lata npou3ssoacrea : Aug-2022 |Date of Expiry / Cpok rogaoctu : July-2027

| Analysis performed according ND / Ananus nposegen mo HJI: [T N011252/02-041021

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
arton pack. / Ilo 10 Tabnetok Bin a carton pack. / ITo 10 TaGnetok B
lﬁﬂllu’f'ep u3 [IBX/AL Tlo 2 6aucrepadnuctep uz [IBX/Al Ilo 1, 2 unu 20
BMeEcTe c UHCTpPYKLHUEH MOONICTEPOB BMECTE C MHCTPYKUMEH MO
MPHMEHEHHIO B NAYKY KAPTOHHYIO.  [IPUMEHEHHIO B NaYKy KapTOHHYIO.

12 Labeling / MapkupoBka According to ND. / B cootercruu ¢ HJI.

13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHne
B opuruHanbHoOH ynakoske (6nucTep B mavke) MpH TeMMepaType He Bhlilie
[ | 25 °C.

14 Shelf life / Cpok rognocTu |5 years /5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanne: [Ipoaykr cootBeTcTBYET TpebGoBaHusaM H]| 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: [TpoBepeHo: @ Onobpeno: Menemxep / ’
Ankaj Verma Naresh Kumar PykoBoauTens hh& i a'—('i
Manoj Kumar e

Reprint Date: Reprint Date: Reprint Date:
Jara: 22.09.2022 JHara: 22.09.2022 JaTa:22.09.2022
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