Dr.Reddy’s €5¢

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Pagel of 5/Crp.1n35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrnns ¥Ouuop®, TabeTku qucneprupyemble [is aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2300588

Batch Quantity / O6bem naprtun : 547.500kg

890001655461

Analytical Report No / Ananurndyeckuii oruer Ne : Date of Analysis / laTa ananu3sa: 09.04.2023

Date of Manufacture / laTta npoussoactsa : Mar-2023 |Date of Expiry / Cpok roasoctu : Feb-2028

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

Ne fl‘est / Iloxkazareanb Results / Pe3yabTaThl Specification / Hopma
1 Description / Onncanne Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tabl tablets
with impregnations and a score-line onwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyrnele  miockouununapnyeckneKpyrisle  MIOCKOLMIHHAPHUYECKHE
rTableTKkH  po3oBOro  1BeTa  CrabJjeTKH  pO3OBOIO  LBETa ¢
BKpaIJIEHUsIMH, ¢ Gackoil 1 pUCKOi HJTBKparmt.mmM:s ¢ (hackoii 1 pucKoii Ha
OJIHOH CTOPOHE,0IHOI CTOpOHE,
C XapaKTepHbIM 3aMaXOM. C XapaKTepHBIM 3aIaXoM.
2 Identification / Complies as prescribed/ The retention times of the main peaks
IMogMHHOCTE 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
VIEP/KHBAHISI OCHOBHBIX MHKOB Ha|
' Xpomarorpamme HCTIBITYEMOTO
pPacTBopa IOJDKHBI COOTBETCTBOBATh
BpeMeHaM YJepKWBaHUS THKOB Ha
Xpomarorpamme pactBopa
CTaHAapTHLIX 00pasioB uOynpodeHa
i napareramorna (pazmen
«IConnyecTBEHHOE ONpeNeTIeHUe).
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanne: [Ipoaykr cooTBeTCTBYET TpeboBanusaM H]J 3aknwyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnexo: ITpoBepeno: Naresh Kumar OpnobpeHo: Menemxep /
Anlt * N Pyxusuamniens Ajay Sliatina
Reprint Date: Reprint Date: Reprint Date:
Jata: 09.04.2023 Hara: 09.04.2023 Hara: 09.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 25G0, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLC0O045C7
www.drreddys.com
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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

Page2 of 5/ Ctp.2u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykman FOnnop®, radaerkn aucneprupyemele [mia aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300588

Batch Quantity / O6vem maptuu : 547.500kg

890001655461

Analytical Report No / Ananutuyeckuii otuer Ne :

Date of Analysis / lata ananu3za: 09.04.2023

Date of Manufacture / lata nponsBogacTpa : Mar-2023

Date of Expiry / Cpok rognocTu : Feb-2028

Analysis performed according ND / Anann3 nposeaen mo HJI: IT N011252/02-041021

No Test / Ilokazarean

Results / Pe3yabTaTht

3 Average weight of tablets /
Cpennsias Macca Ta6JeToK

363.7 mg/ 363.7 mr

Complies/cooTBETCTBYET

Specification / Hopma ]

357.7 mgto372.3 mg (365.0 mg+ |
2.0 %). / Ot 357,7 mr 1o 372,3 mr [
|(365,0 mr £ 2,0 %)

00 min:26 Seconds/00 muH 26 Sec

INot more than 3 min /
He 6onee 3 MUH

4 Disintegration /
Pacnanaemocts

5 Dissolution /
PacTBopeHHe

99% to 101 %

98% to 99%

Not less than 70% (Q) of C;3H;s0,)
(1ibuprofen) after 30 min /
He w™enee 70 % (Q) Ci3His0,
(nbynpoden) yepes 30 MuH

Not less than 70% (Q) of CsHyNO,
(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO,
(napaueramonn) yepes 30 MuH

6 Dispersibility /
JlucnepcHoCTh

Complies / CooTBeTCTBYET

Uniform suspension passing through|
the 710 ym sieve is formed

O0pasyerca OJHOPOAHAR CYCHEH3IS,
MPOXOATNING YePeN CHTO ¢ PAIMOPOM

jotsepethii 710 Mkm

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBaHusam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Hara: 09.04.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: ITpoBepeno: Naresh Kumar Onobpeno: Menemxep /

Ankait (o PykxoBogutens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hara: 09.04.2023

Hata: 09.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +51 40 4900 2960, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1584PLCO045C7
www.drreddys.ccm
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Malagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 8166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page3 of 5/ Crp.3u3 5

[Product : dbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyrkmn FOunop®, TabneTkn aucneprupyemble [ais gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300588

Batch Quantity / O6bem naptun : 547.500kg

Analytical Report No / Ananntuyecknii oruer Ne :

890001655461

Date of Analysis / /laTa anaausa: 09.04.2023

Date of Manufacture / JlaTta npoussoacTsa : Mar-2023

Date of Expiry / Cpok rognoctn : Feb-2028

Analysis performed according ND / Ananu3s nposeaen no HJI: [1N011252/02-041021

No [l“est / TlokazaTennb

Results / Pe3ym;TaTl>l

Specification / Hopma

7 Related substances /
PomcTBenHbIe MpUMecH

Method 1 / Meton 1 —
Determination of 4-Amino
Phenol content / Onpenenenue
cofepKaHus CoepKanus
4-amuHodbeHona

Method 2 / Metopn 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / Onpenenexue
HenIeRTHhNUHPOBAHHBIX
rpumeceii nbynpodeHa u
napaleraMmona

0.0002%

BDL (Disregard Limit 0.05%)

0.0002%

4-aminophenol (paracetamol impurity) /
A-amuHOGEHON (MPUMECH NapaleTamorna)
- not more than 0.005% / ve 6oinee 0,005
%o

Any individual unidentified impurity of
(ibuprofen or paracetamol) / Equnuunas
HeuIeHTHPHIIHPOBAHHAS TIPUMECH
1Hoynpodena uiK napayeramona -

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

Total impurities (Method 1+Method 2) /
Cymma npumeceit (Meton 1 + Metop 2)

not more than 0.7% / He 6onee 0.7 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr cootBeTcTBYeET TpeboBanmsm HJI

Opinion : APPROVED
3aknwyenue: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: A IIposepeno: Nargsh Kumar Onodpeno: Menemxep /
Ankit Cl% Pyxosonutens Ajay Sharma
e
Reprint Date: Reprint Date: Reprint Date:
Jata: 09.04.2023 Jara: 09.04.2023 Jlata: 09.04.2023

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: L85195AP1584PLCO04507
www.drreddys.com



Dr.Reddy’s “:‘.

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page4 of 5/ Crtp. 4u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6ykann FOHuop®, TabaeTkn aucneprupyemsble [as aereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300588

Batch Quantity / O6bem napruu : 547.500kg

890001655461

Analytical Report No / AHanuTH4ecknii otyer Ne :

Date of Analysis / lata ananu3za: 09.04.2023

Date of Manufacture / Jlata npoussoacrsa : Mar-2023

Date of Expiry / Cpok roguoctn : Feb-2028

Analysis performed according ND / Anann3 nposegen mo HJ/I: 11 N011252/02-041021

8 [Microbial limits / [
Mukpo6uonoruyeckas |
YHCTOTA .
i) Total aerobic microbial I
count / ObLuee yucio |
A3pOOHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
imould count / Ob11iee 4ncno
MPOXOKEBBIX M MITECHEBBIX

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

Less than 100 CFU/g/
Mewnee 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

- Paracetamol / mapaueramon

rpuboB Shall be absent in 1g/ OtcyTcTBUEe B 1 T
Absent
| ic) E. coli

9 [Uniformity of dosage units / Acceptance value (AV) should be not
OIHOPOIHOCTH AO3HPOBAHUS 0.7 more than 15.0 / Ilokasatenn
npuemieMoctd (AV) nomxeH OblTh He

- Ibuprofen / uéynpoden bonee 15,0
Acceptance value (AV) should be not
more than 150 / [lokazarens
0.8 npuemieMocti (AV) INoskeH ObITH HeE

oonee 15,0

Remarks : The Product conforms to ND/

ITpumeuanue: IIponykr coorseTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: [Tposepeno: Naresh Kumar Onobpeno: Menemxkep /

Ankit %:/ Pykoromurens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hata: 09.04.2023 Hata: 09.04.2023 Hata: 09.04.2023

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: L85195AP1984PLC0O04507

www.drreddys.com




‘..o Dr. Reddy's Laboratories Ltd.
) ™y ; .
Formulation Unit-6
DI’. Reddy S g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND|A

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

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIM3A

PageSof S/ Ctp.5u3 5

Product : Ibuelin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann IOHHop®, TabJeTku qucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Cepusa Ne : V2300588 Batch Quantity / O6bem mapTuu : 547.500kg
Analytical Report No / Ananutuyecknii oruer Ne : Date of Analysis / laTta ananusa: 09.04.2023
890001655461

Date of Manufacture / Jlata npoussoactsa : Mar-2023 |Date of Expiry / Cpok roanocru : Feb-2028

Analysis performed according ND / Ananu3 nposegen mo HJI: [T N011252/02-041021

10 |Assay / KonngecTBenHoe 90.0 mg to 110.0 mg of Ci3H,50- ]
onpejeieHHe (ibuprofen) per tablet /
99.4 mg /99.4 mr Ot 90,0 mr o 110,0 mr C;3H 50,
(nbynpoden) B TabneTke
112.5 mg to 137.5 mg of CsHoNO,
123.7 mg/ 123.7 mr (paracetamol) per tablet /
Ot 112,5 mr o 137,5 mr CsHoNO,
[(napaueramon) B TabieTke _
11 Package / YnakoBka 10 tablets in PVC/Al blister. 2/10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and patient informationblisters and patient information leaflet in al
leaflet in a carton pack. / ITo 10carton pack. / Ilo 10 Tabnerox B Gaucrep
rabneroxk B Gnucrep u3 NBX/Alma IIBX/AL Ilo 1, 2 unu 20 6ancrepor
[lo 2 Onucrepa BMecTe cBMecTe C HHCTPYKLHEH 10 MPUMEHEHHIO B
HHCTPYKLHEH 110 NPUMEHEHHIO BHavyKy KapTOHHYIO,
MauKy KapTOHHYIO. |
12 Labeling / MapkupoBka |According to ND. / B cootsetcTBuM ¢ H/I.

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

XpaHeHue
B opurunHansHOH ynakoBke (61UCTep B Nauke) NpU TEMIIEPATYPE HE BBILLIE

- 25 "C.
14 Shelf life / Cpox rognocTn |5 years /5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykt coorBercTByeT TpeboBanusm HJJ 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IoaroTosneHo: ITposepeno: Naresh Kumar Opobdpeno: Menenuep /

Ankit é PykoBoanrens Ajay Sharma
Reprint Date: Reprint Date: Reprint Date:

Hata: 09.04.2023 Iara: 09.04.2023 Hara: 09.04.2023

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: L85195AP1984PLC0O04507
www.drreddys.com




