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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page1of 5/ Ctp.1u35

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HoykauH FOHnop®, Tadierku aucneprupyemsle [ais geteii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201851

Batch Quantity / O6bem naprun : 547.500kg

890001615208

Analytical Report No / AHaIMTHYeCKHUil oTueT Ne : Date of Analysis / [laTa ananmsa: 19.09.2022

{Date of Manufacture / Jlata npousBoacTna : Aug-2022 |Date of Expiry / Cpok roanoctn : July-2027

|Analysis performed according ND / Anaans nposeaen no HJI: [T N011252/02-041021

o Tl“est / loka3zaTeab

Results / Pe3y£:T_aTbl _ ) _|§p_eci_{"15a_ti;n/ Hopma |

1 Description / Onucanue Pink flat-faced beveled-edge tabletsPink flat-faced beveled-edge tablets
with impregnations and a score-line oniwith impregnations and a score-line on
one side and characteristic odor. / one side and characteristic odor. /
Kpyrasle  nnockouunuuaphdeckugKpyriable  MIOCKOUMAMHAPHUECKUE
TabJeTKM  po30BOro  LBeTa  c¢ralNeTKH  po30BOro  LBETa ¢
BKpanieHusMy, ¢ hackoli U pHCKoii HaBKpanIeHusIMH, ¢ dackoit U prUckoH Ha
OJHOMN CTOPOHE,0HOI CTOpOHE,

| - C XapaKTepHbIM 3aMaXOM. C XapaKTepHbIM 3aNaXoM.

2 Identification / Complies as prescribed/ The retention times of the main peaks

IHoauHHOCTDH CooTBeTCcTBYeT on the chromatogram of the test
[iolution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol  reference  standards
isolution (section Assay). / Bpemel-lai
VIAEPKIBAHIS OCHOBHBIX IMKOB Ha
IXpomaTorpamMme I/ICl'lb[TyeMOFO|
pacTBopa JOJOKHBI COOTBCTCTBOBaTb!
BpeMeHaM YAepXHBaHHS MHKOB Ha
Xpomarorpamme pacTsopa
lcranpapTHbIx 00pa3uos ubynpodena
i napatieraMmorna (paznen

B - <KoIMUeCTBEHHOE OTIPEENEHHEN).
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpnmeuanne: [lpoaykr coorBercTByeT TpebosaHusaM HJT 3akaoyenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: [Tposepeto: ) Onobpeno: Menemiep /. )
Ankit A Pardeep Kumar (3{/— PyxoBoauTtens i ‘i-t’“’[’

. ANt
Manoj Kumar :
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.09.2022 Jara: 19.09.2022 Harta:19.09.2022
Registercd Office: 8-2-337, Road No. 3, Banjarz Hills, Hycerioad - 500034, Telangana, India

Tel: +91

40 4900 2900, Fax: +91 40 4900 2999, Email maii@drreddys.coin
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykiaun FOHuop®, TabsieTku aucneprupyemole [ams gereii], 100 mr + 125 mr

Batch No / Cepust Ne : V2201851

Batch Quantity / O6nem napran : 547.500kg

890001615208

Analytical Report No / AHanuTn4ecknii oTuer No :

Date of Analysis / /laTa ananusa: 19.09.2022

Date of Manufacture / /lata npoussoacTsa : Aug-2022

Date of Expiry / Cpok rogHoctH : July-2027

Analysis performed according ND / Avanu3s nposeaen no HJ/I: 11 N011252/02-041021

Ne  [Test/ Hokasatenn

| Results / Pe3yabTarsl

3 |Average weight of tablets /
Cpeansiss Macca TabJ1eTOK

363.0 mg/ 363.0mMr

Complies/cooTBeTCTBYET

00 min:30 Seconds/00 mun 30Sec

92% to 100%

92% t0100%

Complies / CooTBETCTBYET

|
4 Disintegration / .
PacnagaeMocTb
5 Dissolution /
| PactBopenne
|
|
‘6 Bispersibility /
HCIIEPCHOCThH

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

Not more than 3 min /

Not less than 70% (Q) of Ci3H 50,

2.0 %)./ Ot 357,7 mr po 372,3 mr
(365,0 Mr + 2,0 %)

He 6onee 3 MmuH

(ibuprofen) after 30 min /
He wmenee 70 % (Q) CiHis0,
(nbynpoden) uepes 30 MUH
Not less than 70% (Q) of CsHoNO;
'(pa racetamol) after 30 min / |
He wmenee 70 % (Q) CsHoNO,

(mapaueramon) yepe3 30 MuH

Uniform suspension passing through
the 710 pm sieve is formed /
O0pasyercs 0HOPOAHAS CYCHEH3HS,
[POXOAALLAR Yepe3 CHTO € PasMepoM
oteepcTHii 710 MKM |

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponykT coorBeTcTByeT TpeboBanusm HJT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

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

IToarororneHo: fu IIpoBepeHo: ) Onobpeno: Menemxep / :

Ankit / A 2 Pardeep Kumar = { PyKkOBOAHMTENb \ / NG
L~ = Manoj Kumar -

Reprint Date: Reprint Date: Reprint Date:

Hara: 19.09.2022 Hara: 19.09.2022 Hara:19.09.2022

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

UIN: L851Y5AP1984PLLUU450 /
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxann IOunop®, Tabaerku aucneprupyembie [nas aereii], 100 mr + 125 mr

Batch No / Cepus Ne : V2201851

Batch Quantity / O6bem maprum : 547.500kg

890001615208

Analytical Report No / AHanmnTH4YecKnif oryer No ;

Date of Analysis / laTa ananuza: 19.09.2022

Date of Manufacture / Jlata nponsBoacrsa : Aug-2022

Date of Expiry / Cpok roanocru : July-2027

Analysis performed according ND / Ananus npoeexen no HI: T1 N011252/02-041021

Ne Test / IlokazaTennb

W

 Results/ Pe3yibTathl

Specification / Hopma

7 Related substances /
PoncTBeHHbIE IPHMECH

Method 1/ Meton 1 —
Determination of 4-Amino
Phenol content / Onpexnenenue
lconep)kaHus COEPIKAHUA

4-amuHO(EeHONa

Method 2 / Meton 2 —
Determination of Ibuprofen
and Paracetamol unidentified
impurities / OnpeaeneHne
HERAECHTH(PULUPOBAHHBIX
npumecel ubynpodena u
napaueramona

0.0003%

BDL (Disregard Limit: 0.05%)

0.0003%

8 Microbial limits /
MuxpooHoorayeckas
JHCTOTA

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

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

4-aminophenol (paracetamol impurity)
/

4-amuHodeHo (npumecs
Inapau,eTaMona) - not more than
0.005% / He 6onee 0,005 %

Any individual unidentified impurity
of (ibuprofen or paracetamol)
EnuHr4HAas HeuJAeHTHOHLUPOBAHHAS
NpUMECh ubynpodena WJIH
mapaieTaMona -

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

Total impurities (Method 1+Method 2)

Cymma npumeceii (Meton 1 + Meton
2) - not more than 0.7% / He 6onee 0.7
%o

Not 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/
Ilpumeuanne: [Ipoxykr cootBeTcTBYeT TpeGoBanusam HJJ

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by / N

[Tourorovnetto: ;."

. Checked by /
)| Iponepero:

=f

Approved by: Manager/Executive /
OnobpeHo: Menemmep /

Hata: 19.09.2022

Hara: 19.09.2022

Ankit [~ | Pardeep Kumar PyKOB.O,ILI/ITeJIb 'Hﬂiﬂi’(’
Manoj Kumar —
Reprint Date: Reprint Date: Reprint Date:

Jata:19.09.2022

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: 91 40 4900 2992, Email: mail@drreddys.com

CIN: LE5192AP1984PLCO0A507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Page4 of 5/Ctp.4u3 5

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxaun FOuuop®, Tabaerku Aucneprupyemsle [nis gereid], 100 mr + 125 mr

|[Batch No / Cepusa Ne : V2201851

Batch Quantity / O6bem mapruu : 547.500kg

Analytical Report No / AHanuTHdeckuii oTyer Ne :
890001615208

Date of Analysis / JlaTa ananuza: 19.09.2022

Date of Manufacture / laTta npon3soacTsa : Aug-2022

Date of Expiry / Cpok rognoctu : July-2027

Analysis performed according ND / Ananu3 nposegen mo H/: IT1NO011252/02-041021

a) Total aerobic microbial |
count / Obuiee 4yucio
29pOOHBIX MUKPOOPTaHH3MOB Absent Shall be absent in 1g / OtcyTcTaue B 1
r
b) Total combined yeasts and
ould count / Obuiee uncno
PONOKEBBIX M I1N1ECHEBBIX
rpuboR
| ¢) E. coli : - _
9 Uniformity of dosage units / | Acceptance value (AV) should be not
OaHOpPOAHOCTH I03UPOBAHHSA 1.5 more than 150 / Iloxazarens
npuemieMoctd (AV) 1omKeH ObITh He
- Ibuprofen / ubynpoden onee 15,0
Acceptance value (AV) should be not
more than 15.0 / [Iloka3arens
1.6 npuemiaemoct (AV) nomkeH ObITh He
- Paracetamol / napaueramon | Gonee 15,0
10 Assay / KonuyecTBeHHOE 90.0 mg to 110.0 mg of Ci3H 50,
onpenejeHue (ibuprofen) per tablet /
98.9 mg /98.9 mr Ot 90,0 Mr no 110,0 mr Ci3H 50,
(u6ymnpodeH) B TabneTke
112.5 mg to 137.5 mg of CsHoNO,
122.6 mg/ 122.6 mr (paracetamol) per tablet /

Ot 112,5 mr o 137,5 mr CsHoNO»
(nmapaueramon) B TabyeTKe

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykr coorBeTcTBYET TpeGoBanusam HJJ

Opinion : APPROVED
3akawdenue: OJJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TTonroTorneHo: 7\ ITporepenn: Qpobpeno: Menemkep / ;
Ankit ( N\ Pardeep Kumar Qﬁ——' PykoBoauTens \ A
i . { h] LA x
- Manoj; Kumar ~—
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.09.2022 Hara: 19.09.2022 Hara:19.09.2022

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: LES19SAP1YE4PLLOULSD /
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page Sof 5/ Crp.5u3 s

'Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxmun FOunop®, Tabnerku ancnepriupyemsie [aas gereiil, 100 mr + 125 mr

Batch No / Cepust Ne : V2201851 Batch Quantity / Oobem naprum : 547.500ke
Analytical Report No / AHanuTuyecknii otuer No : Date of Analysis / JlaTa ananusa: 19.09.2022
890001615208

Date of Manufacture / lara nponssoacrsa : Aug-2022 |Date of Expiry / Cpox roanoctu : July-2027

Analysis performed according ND / Auanus nposeaen mo HJI: I1N011252/02-041021

11 iPackage / YoakoBka |10 tablets in PVC/AI blister. 2 blisters10 tablets in PVC/AI blister. 1, 2 or 20)
and patient information leaflet in ;ﬂblislers and patient information leaflet
lcarton pack. / Ilo 10 Tabrnertox BF“ a carton pack. / ITo 10 tabnerok B
onncrep u3 [IBX/Al Ilo 2 6ﬂllCTCpﬂ]6J1l]CTep s [IBX/AL Ilo 1, 2 umn 20
BMECTE c WHCTPYKLUEH NOOJHCTEPOB BMECTE ¢ HHCTpYKLHEi o
NPUMEHEHHIO B MAYKY KapTOHHYIO.  ITPHMEHEHNIO B NauKy KAPTOHHYIO.

12 ;Labe]ing / MapkupoBka According to ND. / B cootsercrnn ¢ HJI.

13 Storage conditions / In the origihal packaging (blister in carton pack) at temperature below 25°C. |
XpaHeHnue /
B opurunanpHoii ynaxkoske (61HcTep B auke) npu TEMMEPATYPE HE BhILIE
25 °C.

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

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanne: ITpoaykr coorsercTayer Tpebosanusm HJJ 3akmouenue: OJJOBPEHO

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

IToarorosnexo: 7 IlpoBepeHo: ) Onobpeno: Menemxep /

Ankit { /,l Pardeep Kumar Q—;L/ PykoBoaurensb ' A
L// . .'1}% e

— Manoj Kumar -~
Reprint Date: Reprint Date: Reprint Date:
Hara: 19.09.2022 Jara: 19.09.2022 Hata:19.09.2022
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