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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 172 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Page 1 ofS/Crtp. 1 35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxnun FOuuop®, TabaeTku nucneprupyemble [1is aereii], 100 mr + 125 mr

Batch No / Cepusi No : V2300529

Batch Quantity / O6bem naptun : 547.500kg

890001654079

Analytical Report No / AnannTu4yeckuii otder Ne :

Date of Analysis / JlaTa anaau3a: 04.04.2023

Date of Manufacture / lata npoussoacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Ananu3s nposenen no HJI: ITN011252/02-041021

Ne  [Test / IlokasaTens
1 Description / Onucanue

Results / Pe3yabTaThl

Specification / Hopma o

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
iwith impregnations and a score-line onwith impregnations and a score-line or

one side and characteristic odor. /
Kpyrnsie
TabJIeTKN PO30BOro LBeTa
OJTHOM

C XapaKTepHbIM 3alaxoM.

‘Identiﬁcation /
[MopaHHHOCTD

Complies as prescribed/
CooTBeTCTBYET

IJIOCKOLMJIMHAPHYECKIe
crabnerkn
BKparUICHHsIMU, ¢ HacKoit ¥ pUCKO# HaBKpaleHnaMu, ¢ hackoil 1 puckoii H _|
CTOPOHE,OLHOI

one side and characteristic odor. / '
Kpyrnbie nnocxouunuﬂnpuqecxue‘l
PO30BOro uBera ¢

CTOpOHE,

€ XapaKTepHbIM 3a1aXOM. ,
The retention times of the main peaks|
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on thq
chromatogram of ibuprofen and
paracetamol  reference  standards
solution (section Assay). / Bpemena
VICP)KMBAHHS OCHOBHBIX ITHKOB Ha)-
XpoMarorpamMmme HCIIBITYEMOTO)
pacTBOpa JOJDKHBl COOTBETCTBOBATH|
BpEMEHAM YIOEepXKUBaHUS NHUKOB Ha
XpOMAaTorpamMme pacTtBop
CTAHAPTHLIX 00pa3LOB H6ynpo¢)e}7
7

g naparneTramosna (pasne
«Konu4uecTBeHHOE ONpENEeHUe). |

Remarks : The Product conforms to ND/
TIpumeyanne: [Iponykr coorBeTcTBYeT TpebopanusM HJI

Opinion : APPROVED
3akmwoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrotoeneHo: , [Tposepeno: Himesh Kumar Onobpeno: Menemxep / ‘
Ramakant W — Pykosoautens Kusum Lata %?/
Reprint Date: Reprint Date: Reprint Date:

Hara: 04.04.2023 Jlata: 04.04.2023 Jara: 04.04.2023

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
Hoykann H0unop®, tadaeTkn aucneprupyemsie [as gereii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2300529

Batch Quantity / O6bem naptuu : 547.500kg

890001654079

Analytical Report No / AnanuTH4deckuii oTger Ne :

Date of Analysis / JlaTa anamu3a: 04.04.2023

Date of Manufacture / Jlata npon3soacTea : Mar-2023

Date of Expiry / Cpok rognocty : Feb-2028

Analysis performed according ND / Anaan3s nposenen no HJI: ITN011252/02-041021

Ne Test / Ilokasareb ( Results / Pe3yabtaThi Specification / Hopma
3 Average weight of tablets / 365.5 mg/ 365.5 mr 357.7 mg to 372.3 mg (365.0 mg +
Cpennsia Macca TaGaerok 2.0 %). / Ot 357,7 mr no 372,3 mr
Complies/cooTBeTCTBYET (365,0 Mr +2,0 %)
|
4 Disintegration / 00 min:24 Seconds/00 muH 24 Sec [Not more than 3 min /
. [Pacnapaemocth - He 6onee 3 Mun
5 Dissolution / 99% to 101 % Not less than 70% (Q) of C;3H50;
PacTBOpeHHe (ibuprofen) after 30 min /
He ™menee 70 % (Q) Ci3HisOs
(ubynpoden) uepes 30 Mun
97% to 100% Not less than 70% (Q) of CsHoNO;
(paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(mapaneramout) uepe3 30 MUH
6 Dispersibility / Complies / CooTBeTcTBYET Uniform suspension passing through
JIucnepcHOCTH the 710 pm sieve is formed
OOpasyercs onHOpOAHAS CYCHEH3HS,
MPOXO/SLLAS Yepes CHTO ¢ pasMepoM
_orBepetiii 710 Mkm -
'I.LNQ Fest / HHoka3aTesnb 1 Results / PeaynbTaTsl Fpeciﬁcaﬁon / Hopma ‘
Remarks : The Product conforms to ND/ Opinion : APPROVED

Ilpumeuanue: [IponykT coorBeTcTByeT TpeboBanusam HJJ

3axkawyenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBneHo: IIposepeno: Himesh Kumar Onobpeno: Menemxkep / . .
Ramakant = - | PyxoBoaurens Kusum Lata ‘E%g,
Reprint Date: Reprint Date: Reprint Date:

Hara: 04.04.2023 Hara: 04.04.2023 Jara: 04.04.2023
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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 : +91 98166 56001-02
www.drreddys.com
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CEPTUOPUKAT AHAJIN3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noykaun FOanop®, Tabaerku aucneprupyemvsle [ajs aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300529

Batch Quantity / O6bem naptuu : 547.500kg

890001654079

Analytical Report No / Anagutudeckui oryer Ne :

Date of Analysis / Jlata ananu3za: 04.04.2023

Date of Manufacture / Jlata npoussoacTsa : Mar-2023

Date of Expiry / Cpok ronnocru : Feb-2028

Analysis performed according ND / Ananu3 nposeaed no HJI: IT N011252/02-041021

7 Related substances /

PoacTBeHHble NPHMeCH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
cofepXKaHts coJlepXKaHus
4-aMuHO(eHona

Method 2 / Meton 2 — !
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HeUJAeHTHDUIIUPOBAHHBIX
npumeceii ubynpogdeHa u
mapaneramona

B

0.0001%

\
J

DL (Disregard Limit 0.05%

0.0001%

4-aminophenol (paracetamol impurity) / |
“-amuHOo(eHOoN (Mpumech MapaleTamosa)
- not more than 0.005% / ne 6onee 0,005
%

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Ennnuunast
HeUeHTH (U LIHPOBaHHAs npHMecH
ubynpodeHa nnu napaueraMona - |
not more than 0.2% / He 6onee 0,2% '

i
Total impurities (Method 1+Method 2) /'l

not more than 0.7% / He 6onee 0.7 %

Cymma npumeceil (Metoxn 1 + Meron 2) -|

Remarks : The Product conforms to ND/

ITpumeuanne: ITpoaykt cootBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED-
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosnexo: [IpoBepeno: Himesh Kumar Onobpeno: Menemxep / ) ,«
Ramakant ' c—) ————" " | PykoBomurens Kusum Lata N\ -
Reprint Date: Reprint Date: Reprint Date:

Hara: 04.04.2023 Hara: 04.04.2023 Hara: 04.04.2023
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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 : +91 98166 56001-62
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 4 of 5/ Ctp. 4 u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykauH FOunop®, TabsieTku aucneprupyemble [1as gereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300529

Batch Quantity / O6bem napruu : 547.500kg

890001654079

Analytical Report No / AHanuTH4YecKuii oTyer Ne :

Date of Analysis / laTa anaau3za: 04.04.2023

Date of Manufacture / lata nponssogcrsa : Mar-2023

Date of Expiry / Cpok rognocts : Feb-2028

Analysis performed according ND / Anaau3 nposeaen no HJI: 11 N011252/02-041021

8 Microbial limits /
Mukpoouonorudeckast
YHCTOTA

a) Total aerobic microbial
count / Obuiee yucno
A’pOOHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / Ob11iee uncno
IIPOKAKEBBIX M TICCHEBBIX

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 6osee 1000 KOE/r

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

rpuboB Shall be absent in 1g/ OtcyTcTBUE B 1 T
Absent
c) E. coli
9 Uniformity of dosage units / /Acceptance value (AV) should be not
OXHOPOIHOCTH AO3HPOBAHHS 1.3 more than 15.0 / Iloka3zarens
npuemaeMoctd (AV) nobkeH OBITh HE
- Ibuprofen / ubynpoden oonee 15,0
Acceptance value (AV) should be nol
more than 15.0 / Ilokasatens
1.3 npuemieMoctd (AV) no/bkeH ObITh He

- Paracetamol / napauetamon

bonee 15,0

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipogykr cooTBeTcTBYET TpeboBaHusM H]I

Opinion : APPROVED
3akmwouyenue: O{OBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NoarotoBneHo: & IMposepeno: Himesh Kumar Onobpeno: Menemxep /

Ramakant Sﬁ_,__,__—_c—:‘ Pykosogutens Kusum Lata %9/
Reprint Date: Reprint Date: Reprint Date:

Hata: 04.04.2023 Hara: 04.04.2023 Harta: 04.04.2023
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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

CEPTUDPUKAT AHAJIM3A

Page 5 of 5/ Ctp. 5u3 5

" [Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxiand FOnnop®, TabaeTkn qucneprupyemblie [aas gereii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2300529

Batch Quantity / O6nem mapruu : 547.500kg

890001654079

Analytical Report No / Ananntudeckuii oryer Ne :

Date of Analysis / JlaTa anaiusa: 04.04.2023

Date of Manufacture / JaTa nponssoactsa : Mar-2023

Date of Expiry / Cpok rognoctn : Feb-2028

Analysis performed according ND / Anaau3 nposexes mo HJ[: 1 N011252/02-041021

10  Assay / KontnyecTBenHoe 00.0 mg to 110.0 mg of Ci3H130:
onpeneenne (ibuprofen) per tablet / |
100.1mg /100.1 mr Ot 90,0 mr 10 110,0 Mr Ci3H 30, |
(ndyrnpoden) B TabneTke
112.5 mg to 137.5 mg of CsHoNO>
124.3 mg/ 124.3 mr (paracetamol) per tablet /
Ot 112,5 mr no 137,5 mr CsHoNO,
. (mapaueTamosn) B TabieTke
11 [Package / Ynakoska 10 tablets in PVC/Al blister. 210 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in a
leaflet in a carton pack. / Ilo 10carton pack. / ITo 10 Tabnerok B Gumcrep
rabnerox B Oaucrep u3z [IBX/Alnsz [IBX/Al Ilo 1, 2 wmm 20 Gaucrepos
Mo 2 O6mucTepa BMECTe  CBMECTE C MHCTPYKLMEH 110 IPUMEHEHUIO B
IHCTPYKINEH 0[O NPUMEHEHHIO BMAYKY KapTOHHYIO.
L NAYKY KapTOHHYIO. |
12 Labeling / MapknpoBka |According to ND. / B cootrserctBuu ¢ H/I.
13 Storage conditions / In the original packaging (blister in carton pack) at temperature below 25°C.
XpaHeHHE
B opuruHansHoil ynakoske (61ucTep B Mauke) MPHU TEMIIEpPaType He BbILIE
25 °C.
14 Shelf life / Cpok rognocT |5 years /5 et

Remarks : The Product conforms to ND/
ITpumeuanne: I1ponykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akirouenue: OJOBPEHO

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

[MoaroToBaeHo: Mpﬂh/t [posepeHo: Himesh Kumar Opobpeno: Menemxkep /

Ramakant Pykosonutens Kusum Lata l%%g_ 5
(-—'-'__‘*-\
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