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Product : Ibuclin Jumor, dispersible tablets (for children) 100 mg + 125 mg
Moykann FOunop®, Tabnerkn ancneprupyemsie [1is gereii], 100 mr + 125 mr

Batch No / V2400617 Batch Quantity / 540.0 kg
Cepus No: Pa3smep cepuu :

Analytical Report No/ 040002500278 Date of Analysis / 26.04.2004
AHajquTHYeckHit oTuer Ne : Jara anannsza:

Date of Manufacture / 03/2004 Date of Expiry / 02/2029
JlaTa npou3BoCTRA : Togen go :

Analysis performed according ND / Anaans nposenen no HJI: I1 N011252/02-150323

' Ne Test / Iloxa3zaTean

Results / PeayarsTaTtel

Specification / Hopma

1 | Description / Onucanue

:Pink round flat-faced beveled-edge
tablets with impregnations and a

score-line on one side and
characteristic odor. /
Kpyraele niaockouumuuapuyeckue
TabJIETKH  PO30BOr0  LBETA  C

BKPAaIUIEHUsMH, C (ackoil u puckoi
Ha OOHOH CTOPOHE, C XapaKTepHHIM
3araxom.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrieie TUTOCKOLWIHHAPHYECKHE
TabneTku pO30BOTO L[BETA c
BKpaIlJICHUsIMH, ¢ (hackoi ¥ pHCKoil Ha
ONHOH CTOpOHE, C  XapaKTepHbLIM
3aIaxoMm.

N

Identification /
IoxauHHOCTDL

Complies as prescribed/
CooTBeTcTBYET

OMPEICIIEHUE).

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 (Assay section). /
BpemeHa  ynmepxkuBaHMS  OCHOBHBIX
MHUKOB Ha XpoMaTtorpamme
UCIBITYEMOT0  PacTBOpa  JODKHEI
COOTBETCTBOBATh BpEMEHaM
YAEpPXKUBAHUS IHKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAapTHEIX
o6pasioB ubynpodeHa u napaleramona
(pazmen «KonmnuecTBeHHOE

Remarks :

The Product conforms to ND/
ITpumeyanme: IIpoaykr cootBercTByeT TpeboBaHUAM H]J

Opinion : APPROVED
3akiToueHue: OIIOBPE‘;HO

Prepared by /
TTonraTorneno: Ranjeet

@ .

Checked by /

TTporepeno; Santosh Kumar Maurya
(@

e

Approved by: Manager/B»
Opnobperro: Mcnc,umcp/ PykonoapuTens
Abhishek Chauhan (

Reprint Date:
Hara: 26.04.2024

Reprint Date:

Hata: 26.04.2024

Reprint Date: !
Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drraddvs.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Product : Tbuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxnun IOuuop®, Taénerku gucneprupyembie [nus aereii], 100 mr + 125 mr

Batch No / V2400617 Batch Quantity / 540.0 kg
Cepus Ne : Pa3mep cepnu :

Analytical Repo:‘t No/ 040002500278 Date of Analysis / 26.04.2024
AHanuTuyeckHii oruyeT Ne : Jara apajansa:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BOACTEA : T'open f1o :

Analysis performed according ND / Ananan3 nposeaen no HJI: I1 N011252/02-150323

Ne Test / llokazaTesb Results / PesyabraTsl Specification / Hopma
3 |Average weigh_t of tablets / 363.7 mg/ 363.7 mr 357.7 mg to 372.3 mg o i
Cpennss Macca TabjieTox . (365.0 mg 2.0 %). /
Complies/CooTBeTCTBYET Ot 357,7 Mr 10 3723 Mr
(365,0 Mr + 2,0 %)
4 | Disintegration / 00 min 17 sec/ 00 Mun 17 cex | Not more than 3 min /
Pacnapaemoctn He 6onee 3 mux
5 |Dissolution / PacTBopeHue 100 % to 104 % Not less than 70 % (Q) of CisHisO:
(ibuprofen) after 30 min / He wmenee
70 % «Q Ci3Hi30:
(ubynpoden) yepes 30 MuH
99 % to 102% Not less than 70 % (Q) of CsHoNO,
(paracetamol) after 30 min / He menee
70 % Q) CsHyNO;
| (napaueramoun) 4epes 30 MUH
6 |Dispersibility / Complies / CooTBeTcTBYET | Uniform suspension passing through the |
HAucnepcHocTh 710 pm sieve is formed / Obpasyercs
| ONHOPOMHAA CYCNEH3Hs, TPOXOAALIAst
yepe3 CHUTO C pa3MEpoM OTBEPCTHH
710 mxM
7 |Related substances / POI(CTBIeHHble npUuMecH :

Remarks : The Product conforms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Prepared by /

IToarotoBneno @jeet

Checked by /
[Mposepeno: Santosh Kumar Maurya

—

Approved by: Manager/lixecutive /
Opnobpeno: Menemkep/) Pykogoantens

Reprint Date: =
Jara: 26.04.2024

Reprint Date:
Jlara: 26.04.2024

Abhishek Chauhan
u //
Reprint Date: S '

Hata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drraddys.com
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CERTIFICATE OF ANALYSIS
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyxann IOnnop®, Tabaerkn qucneprupyembie [nas aereii], 100 mr + 125 mr

Baich No /

Batch Quantity /

Cepusi Ne : V2400617 Pasmep cepum : >40.0kg
Analytical Repo:‘t No/ 040002500278 Date of Analysis / 26.04.2024
AHauTHYecKHH oTyeT Ne : JlaTa aHaan3a:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BoACTBA : TI'open no :

Analysis performed according ND / Ananus nposesed mo HJ/I: ITTN011252/02-150323

No Test / IToxazaTeanb

Results / PesynnTaThl

Specification / Hopma

Method 1 / Metop 1
4-Aminophenol content /
OnpeaeneHue coaepKanusl
4-amunodeHona

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpepenenue
HEeWACHTHPHULIHPOBAHHBIX
npumeceit ubynpodena u

| MapaneTamosna

Total impurities (Method
1+Method 2) / Cymma
npumeceil (Meron 1 +

Merton 2)

0.0004%

0.09%

0.09%

4-aminophenol (paracetamol impurity) -
not more than 0.005 %

4-aMmuHOQEHON (npumeck
naparneramodna) - He 6onee 0,005 %

Any individual unidentified impurity of
ibuprofen or paracetamol - not more than
0.2%

EnnHuyHas  HeMJAeHTH(QULHMPOBaHHAs
OpUMECDH ubynpodena 120 17}
napareramora - He 6onee 0,2 %

| Not more than 0.7 % / He 6oxaee 0,7 %

|
|

8 |Microbial limits* / MukpoOnosoruueckasi yucrora*

a) Total aerobic microbial |
count / O6111ee yucio
aspobOHBIX
MHKpPOOPraHu3MOB

NA

| Not more than 10° CFU/g/
He 6onee 10° KOE/r

Remarks : The Product conforms to ND/

Mpumeuanne: [IpogyKT cOOTBETCTBYET TpebopanusaM HJ|

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Prepared by /
IMozrorosnexo: Ranjeet

>

Checked by /
ITposepeno: Santosh Kumar Maurya
e

—_—

Approved by: Manager/Exgcutive /
Onobpeno: Menemxep / P{kxoBoanTens
Abhishek Chauhan /’

Reprint Date:
Harta: 26.04.2024

Reprint Date:
Jata: 26.04.2024

~—— ,

Reprint Date:
Hata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC004597

www.drreddys.com
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Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOuuop®, Ta6aerku nucneprupyembie [nis aeteii], 100 mr + 125 mr

Batch No / V2400617 Batch Quantity / 540.0 kg
Cepus Ne : Pa3mep cepun :

Analytical Repoz't No/ 040002500278 Date of Analysis / 26.04.2024
AHannTHYecKHif oT9eT Nt : JlaTta anayimnsa:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JaTa npou3BOJACTBA : I'open o :

Analysis performed according ND / Anann3 nposegen mo H/I: I1 N011252/02-150323

| Ne Test / Iloxazarean

Results / Pe3yabTaTbl

Specification / Hopma

'Not more than 10> CFU/g /
 He Gonee 10? KOE/r

b) Total combined yeasts NA
and mould count / Ob1wee

YHCIIO IPOMOKEBBIX U

TUIECHEBBIX rpubOB

¢) E. coli NA

Uniformity of dosage units / OqnopogHocTh J03HPOBAHHA

Shall be absent in 1 g/
OrcytctBue B 1 ¢

Ibuprofen / U6ynpoden |

1.2

Paracetamol / [lapauetamon

1.2

| The acceptance value (AV) should be not

The acceptance value (AV) should be not
more than 15.0 / Iloxa3sarens
npueMiaeMocTH (AV) AOKeH ObIThb HE |
6onee 15,0 [

more than 15.0 / Iloka3zarens
npremieMocTH (AV) gofbkeH ObITh He
oonee 15,0

10 |Assay/ KosmmyecTBeHHOe

omnpeaecJienue

99.6 mg/ 99.6 mr

123.9 mg/ 123.9 mMr

190.0mg to 110.0mg of Ci3HisOx
(ibuprofen) per tablet / Ot 90,0 Mr 10
110,0 mr C;3Hi302 (ubynpoden) B
TabeTke

112.5mg to 137.5mg of CsHoNO;
(paracetamol) per tablet / Ot 112,5 mMr 1o
137,5 mr CsHyNO, (mapaneramosn) B

Remarks : The Product conforms to ND/

IIpumeuanne: [IponykT cootseTcTBYeT TpeboBanusM HJJ

Opinion : APPROVED
3akawuenne: ONOBPEHO

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

IToprotosneno: Ranjeet IMpogepeno: Santosh Kumar Maurya | Onobpeno: Menekep / HykoBonurens
(;\'J XY Abhishek Chauhan /

Reprint Date: - Reprint Date: Reprint Date: '

Jlata: 26.04.2024

Harta: 26.04.2024

Hara: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiz
Tei. +91 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drraddys.com

CIN: LB5195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NoykauH IOHngp_®, TabJieTKH JucHeprupyembie [1s aereii], 100 mr + 125 mr
Batch No / V2400617 Batch Quantity / 540.0 kg
Cepus Ne : Pa3smep cepun :
Analytical Repo:‘t No/ 040002500278 Date of Analysis / 26.04.2024
AHanuTHYecKHii oT4eT Ne : Jarta anayn3a:
Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JlaTa npou3BoacTBa : I'onen go :
Analysis performed according ND / Anaau3 nposeaen mo HJI: [T N011252/02-150323
Ne Test / Iloka3aTennb | Results / PesynbTaTshl Specification / Hopma
tabnerke o
11 |Package / YnakxoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20

and patient information leaflet in a |blisters and patient information leaflet in
' carton. / Ilo 10 Tabnerok B 6nucrep |a carton. / [To 10 tabnetok B 6iuctep u3
| u3 [IBX/ALl Ilo 2 6nuctepa Bmecte ¢ | [IBX/AL Tlo 1, 2 unu 20 6nucrepos
UHCTpYKUMEH MO MNPUMEHEHHIO B |BMECTE C MHCTPYKUHUEH 10 NPHMEHEHHIO

NayKy KapTOHHYIO. B Ma4Ky KapTOHHYIO. |
12 |Labeling / Mapkupoeka | According to ND. / B coorserctBuu ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHue B opuruHanbsHoi# ynakopke (6McTep B Mavuke) NpH TEMIEPAType HE BBHILLE
25 °C.

14 | Shelf life / Cpok roguocru |5 years /5 ner

* The test is performed for each 20th batch, or for one batch in a year whichever is earlier. The test can be absent
in the certificate of analysis. / UcnbiTaHHe NPOBOAUTCS TOJNBKO AJS KaXKA0i 20-1 cepuH MaH 1as 04HOH cepun B
rofl, B 3aBHCHMOCTH OT TOT0, YTO HACTYIHT paHee. Iloka3aTe/ib MO:KeT OTCYTCTBOBATH B cepTHdHUKATE aHAIN3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: IIpoaykT coorBeTcTBYET TpebOBanrsaM HJJ 3axkmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: ManagerfExecutive /

ITogrorosneno: Ranjeet ITposepeno: Santosh Kumar Maurya | OnobpeHo: Menemkep/ PykoBoguTens
@’ @1{ Abhishek Chauhan :

Reprint Date: Reprint Date: Reprint Date: f

Jata: 26.04.2024 Jata: 26.04.2024 Hata: 26.04.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Indiza
Tei: +91 30 4900 2500, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Dr. Reddy's Laboratories (td.
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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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOnnop®, TaéneTkn nucneprupyembie s aereii], 100 mr + 125 mr

Batch No / V2400617 Batch Quantity / 540.0 kg
Cepus Ne : Pa3zmep cepun :

Analytical Rep0ft No/ 040002500278 Date of Analysis / 26.04.2024
AHasiaTHYeCKH oTyer Ne : JlaTa anajau3a:

Date of Manufacture / 03/2024 Date of Expiry / 02/2029
JaTa npon3BoJCTBa : T'open f10 :

Analysis performed according ND / Ananu3 nposeaen mo HJI: T1 N0O11252/02-150323

API name (INN) /

Hamnvenosanne AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number / PIBM230459 4596/23-24

Homep cepuu npouspoaunteas APC:

FP Manufacturer API Batch number /

Homep cepun cy6cTanIiuu FEQAO00659 FERAQ0005

npoussoautess I'JIMD:

API Manufactured by & country /

Ipoussogurens A®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB

®apma Caitencus Jlumurten, Uanus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpu Kpuirna
®dapmacerotukans JIta., Maaus

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipogykt cooTBeTcTBYET TpeboBaHuAM H/I

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exgcutive /
IToaroroneHo: jeet ITposepeHo: Santosh Kumar Maurya | Omobpeno: Menemkep / Pykosonunjes

X (% Abhishek Chauhan ~ / iy f
Reprint Date: Reprint Date: Reprint Date:

Jara: 26.04.2024

Hara: 26.04.2024

Hata: 26.04.2024
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