Dr.Reddy’s ‘,’:’.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT 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. 1135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykans FOunop®, TabineTku aucneprupyemsle [ans nereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2300533

Batch Quantity / O6bem naprun : 547.500kg

890001654459

Analytical Report No / AHanuTngeckuii order Ne :

Date of Analysis / laTa anamu3za: 06.04.2023

Date of Manufacture / JIaTa npou3BogacTsa : Mar-2023

Date of Expiry / Cpox rognoct : Feb-2028

| Analysis performed according ND / Anaan3 nposeaen no HJI: T1 N011252/02-041021

Ne Test / IlokazaTenan
1 Description / Onucanue

2 Identification /
Mo AuHHOCTH

[Results / PesyabTaThl

Specification / Hopma

one side and characteristic odor. /
Kpyrasie
rabJIeTKH po30BOrO  IBeTa
OJIHOH

C XapaKTepHbIM 3aMaxoM.

Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line onwith impregnations and a score-line o

wiockouunnupnaeckueKpyrisie
cradmneTkn
BKpaIIEHUsAMH, C Gackoit ¥ PUCKOM HABKpanieHHAMH, C Hackol 1 puckoi Ha
CTOPOHE,OHOI

one side and characteristic odor. / |
IIOCKOLMIHHIPUYECKHE
po3oBoro  uBera

CTOpOHE,
C XapaKTepHbIM 3aI1aXOM.

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
paracetamol  reference  standards
solution (section Assay). / Bpemena
J€pKUBAHNA OCHOBHBIX I[MKOB Ha
poMaTorpamme UCTIIBITYEMOr
[;acmopa JOJDKHBI COOTBETCTBOBATE
BPEMEHAM YJEPXXHBaHHA MHMKOB Ha

poMaTorpamme pacTBopa
LZTaH,[lﬂpTHle obpasuoB ubynpodeHa
i napateTramona (pazgen

<KKonHuecTBEHHOE ONPENEIEHHEY).

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tponykt cootBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
Zakarouyenne: OJOBPEHO

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

IToaroronaeHo: W IIposepeno: Himesh Kumar Onobpeno: Menemxep /

Ramakant c‘_'::z-g——/‘_; P AmitK A:\ -
amakan : ykoBoauTeNs Amit Kumar \/

Reprint Date: Reprint Date: Reprint Date: )

Hata: 06.04.2023 Jlara: 06.04.2023 Hara: 06.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +21 98166 56001-02
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Page2 of 5/ Ctp. 2135

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxans JOanop®, TabjieTKH Aucneprupyemsle [as gerei], 100 mr + 125 mr

Batch No / Cepust Ne : V2300533

Batch Quantity / O6bem naptun : 547.500kg

890001654459

Analytical Report No / AHanuTndecknif oruer Ne :

Date of Analysis / laTa anamsa: 06.04.2023

Date of Manufacture / laTa nponssoacTsa : Mar-2023

Date of Expiry / Cpox rognoctn : Feb-2028

Analysis performed according ND / Ananu3 nposeaen no HJ/1: [1 N011252/02-041021

Ne Test / IToxa3zaTeanb

| Results / PesyabTaThl

3 Average weight of tablets /
Cpennsisi Macca TabJ1eToK

364.2 mg/ 364.2 mr

Complies/cooTBETCTBYET

‘Speciﬁcation / HopM_a

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

4 Disintegration / 00 min:22 Seconds/00 Muu 22 Sec [Not more than 3 min /
PacnagaemocTb He 6onee 3 MuH
5 Dissolution / 99% to 101 % Not less than 70% (Q) of C;3HisO7
PacTBOopeHue (ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3HisOq
(1Gynpoden) yepes 30 MuH
98% to 99% Not less than 70% (Q) of CsHyNO;

(paracetamol) after 30 min /

He wmenee 70 % (Q) CsHoNO:;
| - (napaietamoun) yepes 30 MUH ___!l
6 Dispersibility / Complies / CooTBETCTBYET Uniformi suspension passing through

UCIIEPCHOCTH the 710 um sieve is formed /

OOpasyercss OLHOPOAHAS CYCIIEH3HS,
MpoXoAslias Yepes CHTO C pasMepoM
oTBepcTHil 710 MKM [

TI'est / IlokazaTesn

'z

J- Results / PesyabTaThl

Speciﬁcation / Hopma

Remarks : The Product conforms to ND/
IIpumeuanue: [1poaykT cooTBeTCTBYET TpeboBanusM HJ|

Opinion : APPROVED
3akmouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToaroroenexo: ITpoeepeno: Himesh Kumar Opnobpeno: Menemxep /

Ramakant / C:___/‘L_hg Pyxosoaurcis Amit Kumax]ké}\‘; =
Reprint Date: Reprint Date: Reprint Date:

JlaTa: 06.04.2023 Hata: 06.04.2023 Hara: 06.04.2023

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




Dr.Reddy’s ‘,‘:‘.

Dr. Reddy's Laboratories ttd,
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS -
CEPTUDPHUKAT AHAJIM3A

Page3 of 5/Ctp. 3u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Moyxann IOunop®, TablieTku qucneprupyemsle [nis gereii], 100 mr + 125 mr

Batch No / Cepusi Ne : V2300533

Batch Quantity / O6bem naptuu : 547.500kg

890001654459

Analytical Report No / AnaauTu4yeckuii oryer Ne :

Date of Analysis / [lara anaausa: 06.04.2023

Date of Manufacture / /lata npouszBoactna : Mar-2023

Date of Expiry / Cpok rognocrs : Feb-2028

Analysis performed according ND / Ananns nposenen no HA: I1N011252/02-041021

7 elated substances /
OJCTBEHHBIE PHMeECH

Method 1/ Meropn 1 —
Determination of 4-Amino

OJIepIKAHUS COAEPIKAHMS
rt—aMHHO(beHona

Method 2 / Metog 2 —

impurities / Onpenenenue
HEUJCHTHOULIMPOBAHHBIX
npumeceit ubynpodeHa u

napaneTamosna

Determination of Ibuprofen
and Paracetamol unidentified

Phenol content / Onpenenenne

0.0002%

BDL (Disregard Area 7078)

0.0002%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoN (MpUMech napaneTamoJia)
- not more than 0.005% / ne 6onee 0,005
%

Any individual unidentified impurity of]
(ibuprofen or paracetamol) / Exnununas
HeuIeHTUGULHpOBaHHAS npUMech
nbynpodeHa uy napaueramona -

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

Total impurities (Method 1+Method 2)
Cymma npumeceit (Meton 1 + Metop 2) -
inot more than 0.7% / He 6onee 0.7 %

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponykr coorBeTcTByeT TpedoanusaM HJI

Opinion : APPROVED
Sakmouedne: OIOBGPEHO

Jarta: 06.04.2023

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

[ToarotoBnexo: W IIposepeno: Himesh Kumar Onobpeno: Menemxep /

Ramakant g P b Amit Kumar \ -
— ‘! ——~ | PyxoBoauTen u - y

Reprint Date: Reprint Date: Reprint Date: z

Hata: 06.04.2023

Hara: 06.04.2023

J
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‘..c Dr. Reddy's Laboratories Ltd.
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Formulation Unit-6
DI'. Reddy S Ns Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDJA
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www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page4 of 5/Ctp. 4u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ho6yxann IOunop®, TabneTkn pucneprupyemsole [aas aerei], 100 mr + 125 mr

Batch No / Cepus Ne : V2300533 Batch Quantity / O6bem nmaprun : 547.500kg
Analytical Report No / Ananutuyecknii or4er Ne : Date of Analysis / /laTa ananmsa: 06.04.2023
890001654459

Date of Manufacture / lara npoussoacrsa : Mar-2023 |Date of Expiry / Cpok roguoctu : Feb-2028

Analysis performed according ND / Anann3 nposeaen no HJI: T1 N011252/02-041021

8 Microbial limits /

Mukpo6uoaoruyeckas |

YHUCTOTA |

a) Total aerobic microbial 50 CFU/g/ Not more than 1000 CFU/g/
' count / O61ee uncio | 50 KOE/r He 6onee 1000 KOE/r

| a3pOOHBIX MUKPOOPraHHU3MOB |
Less than 100 CFU/g/  [Not more than 100 CFU/g/

b) Total combined yeasts and Meuee 100 KOE/r He 6onee 100 KOE/r
mould count / Obiee unucio |
MPOXOKEBBIX U MIIECHEBBIX
rpu6oB ' Shall be absent in 1g/ OtcyTcTBUe B 1 T
Absent
c) E. coli I
9 Uniformity of dosage units / Acceptance value (AV) should be not
OaHOpOAHOCTHL JO3HPOBAHUSA 2.0 more than 15.0 / Tlokazarens
npuemnemMoctH (AV) nomkeH OBITh HE
- Ibuprofen / ubynpodex oonee 15,0
|Acceptance value (AV) should be not
more than 15.0 / IlokazaTenk
1.9 npuemiemocti (AV) nomxeH ObITh He
- Paracetamol / napaneramodn ponee 15,0 -
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [TpoaykT cooTBeTCTBYET Tpebopanusm HJJ 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: @ ;LRC'QKG; [Iposepeno: Himesh Kumar Onobpeno: Menemxep / L
Famakant A - L;—-L"_C" Pykorijareinn Amil Kumnr[.‘:v.\) —
Reprint Date: Reprint Date: Reprint Date: )
Hata: 06.04.2023 Jara: 06.04.2023 Hara: 06.04.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 406 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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, ‘.. .o Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Dr‘ Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

PageSof 5/Ctp. 5u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Uo6ykans FOunop®, Ta6aeTKH Aucneprupyemsie [1as aereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2300533 Batch Quantity / O6bem napruu : 547.500kg
Analytical Report No / AHaauTH4yeckuii oTder No : Date of Analysis / [laTa ananusa: 06.04.2023
890001654459

Date of Manufacture / lata mpou3soacTsa : Mar-2023 |Date of Expiry / Cpok roanocru : Feb-2028

Analysis performed according ND / Anaqu3 nposegen no HJI: TI N011252/02-041021

10 Assay / KonnuecTBeHHOE ' 90.0 mg to 110.0 mg of C13H;50;
onpejeaeHue (ibuprofen) per tablet /
100.2 mg /100.2 mr Ot 90,0 Mr g0 110,0 mr C;3H 302

(nbynpoden) B TabneTke

112.5 mg to 137.5 mg of CsHyNO>
125.1 mg/125.1 mr (paracetamol) per tablet /

Ot 112,5 mr po 137,5 mr CsHoNO»
_ (napaieram 011) B TabneTke

11 Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 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 lOcarton pack. / ITo 10 Tabnetok B 6HI/ICTep
rabierok B Omuctep u3 [IBX/AL w3 TIBX/AL Tlo 1, 2 wma 20 61HuCTEPOB
[lo 2 6auctepa BMecTe CBMECTE C MHCTPYKUHMEH [0 NPUMEHEHHIO B
MHCTPYKLHEH 1O NPUMEHEHWIO BIAYKy KapTOHHYIO. f
Mnauky KapTOHHYIO.

12 Labeling / MapkupoBka IAccording to ND. / B cootBerctBuu ¢ HJI.

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

Xpaunenue
B opuruHansHoi ynakoske (61ucTep B auke) IpH TEMIIEPATYpPE HE BhILIE

25 °C.
14 Shelf life / Cpox roanoctu |5 years /5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [TponykT coorBeTcTBYeT Tpebopanuam HJI 3akmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: (W\y [Ipoeepeno: Himesh Kumar Opobpeno: Menemxkep /

Ramakant Pyxonoaurtent Amit Kum%e_
Reprint Date: Reprint Date: Reprint Date:

JaTa: 06.04.2023 Hara: 06.04.2023 Jlara: 06.04.2023

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



