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CERTIFICATE OF ANALYSIS
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Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Sotan, H.P,, 173 205, INDIA
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun ¥Onnop®, Tabserkun aucneprupyemsie [nis pereii], 100 mr + 125 Mr

Batch No / V2401287 Batch Quantity / 547.5 kg
Cepus Ne : Pa3mep cepun :

Analytical Repourt No / 040002593225 Date of Analysis / 13.07.2024
AHAaNuTHYecKHii oTyeT Ne : JlaTta anajan3za:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npou3BOACTEA : Topen fo :

Analysis performed according ND / Ananu3s nposeaen no H/: I1 N011252/02-150323

i Na Test / IloxazaTeanb

1 |Description / Onucanue

Results / Pe3ynabTaThl

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

score-line on one side and
characteristic odor. /
Kpyrnele  MIOCKOLMIMHAPUYECKHE
TableTKM  PO30BOTO  LBETa C

BKparieHusaMY, ¢ (ackoil u puckoi
Ha OfIHOH CTOpOHE, C XapaKTepHHIM
3aMaxoM.

Specification / Hopma

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrasie IIOCKOLMIMHIPHYECKHE
TabaeTKH PpO30BOro UBETa c
BKparieHussMH, ¢ dackoil u puckoil Ha
OJHOH CTOpPOHE, C  XapaKTepHEIM
3araxoM.

2 |Identification /
' TloagnHHHOCTDL

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 (Assay section). /
Bpemena  ynepKHBaHUsl ~ OCHOBHBIX
IIMKOB Ha XpomaTorpamme
UCMBITYEMOTO0  pacTBOpa  JIOJKHBI
COOTBETCTBOBATH BpeMeHaM
yIEPKUBAHUS TIHKOB Ha |
XpOMaTorpamMMe pacTBOpa CTaHapTHBIX
obpazioB ubympodeHa u napaieramona
(pasnen «KonnyectBeHHoe
OTIpENICNICHUER).

Remarks : The Product conforms to ND/
ITpumeuanue: IIpoayKT cooTBETCTBYET TpeboBanuam H/I

Opinion : APPROVED
3akaouenne: OJOBPEHO

Hara: 13.07.2024

Hara: 13.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ramakant [MpoBepeno: Santosh Kumar Maurya | Ono6peno: Menemkep / PykoBoairens

g“‘_l o }}: Pavan Kumar Sharma j:;,’:’,__,
Reprint Date: ' Reprint Date: Reprint Date:

Hara: 13.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -

5000324, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCCO4A507
wwwv.drreddys.com




Dr.Reddy’s ":"

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

CEPTUOUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOnnop®, Tabnerkn aucneprupyemsie [nus aereii], 100 mr + 125 mr

Batch No / V2401287 Batch Quantity / 547.5 ke
Cepus No : Pa3mep cepun :

Analytical Repourt No/ 040002593225 Date of Analysis / 13.07.2024
AHainTHuecknii oTdeT No : JlaTa aHanH3a:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npon3BOACTBA : T'ogen no :

Analysis performed according ND / Anann3 nposegen mo HJI: I1N011252/02-150323

Na Test / IlokazaTen

3 | Average we_ight of tablets /
Cpenusis macca TabeTok

Results / PesyasTarsl
364.7 mg/ 364.7 Mr

Complies/CooTBeTCTBYET

.

~ [357.7mgto0372.3 mg

4 | Disintegration /
PacnmagaeMocThb

5 |Dissolution /PaCTBO_peHHe .

00 min 21 sec/ 00 muH 21 cek

Specification / Hopma

(365.0 mg +2.0 %)./
'Ot 357,7 mr go 372,3 mr
(365,0 Mr + 2,0 %)

| Not more than 3 min /
|He 6onee 3 MuH

97 % to 98 %

97 % to 98 %

'Not less than 70 % Q) of C13Hi50 |
| (ibuprofen) after 30 min / He meHee
70 % Q Ci3Hi150
(ubymnpoden) uepes 30 MuH

|Not less than 70 % (Q) of CsHyNO;
(paracetamol) after 30 min / He meHee
[70 % Q) CsHoNO,
(napauetamon) uepes 30 MuH

6 |Dispersibility /
JAucnepcHocTh

Complies / CooTBeTcTBYET

| Uniform suspension passing through the
[710 pm sieve is formed / Obpasyetcs
|onHOpOAHAst cycrmeH3us, NpPOXOAsLIas
|depe3 cuTO € pa3MepoM OTBEPCTHi
: 710 MKM

7 |Related substances / PoacTBeHHbIe IpHMeCH

Remarks : 'I'he Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT Tpebosanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ramakant [Mposepeno: Santosh Kumar Maurya | Onodpeno: Menemxkep / Pykosoanrensb
Md& ﬁ/\, Pavan Kumar Sharma <levi~—
o AL -
Reprint Date: ' Reprint Date: Reprint Date:
Jata: 13.07.2024 Hara: 13.07.2024 Jarta: 13.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: LS5195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS

CEPTH®HEKAT AHAJIN3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NGyxaun FOunop®, Tabaerku aucneprupyembie [ais gereii], 100 mr + 125 mr

Batch No / V2401287 Batch Quantity / 5475 kg
Cepusa Ne : Pa3mep cepun :

Analytical Repo‘}'t No/ 040002593225 Date of Analysis / 13.07.2024
AnamruyeckHii oruer Ne : JlaTa aHaau3a:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npon3BO/JCTEA : I'oneH no :

Analysis performed according ND / Auamu3 nposegen mo HJI: IT N011252/02-150323

Na Test / IloxazaTeanb

Results / Pe3yabTaThl

Specification / Hopma

Method 1/ Mertop 1
4-Aminophenol content /
Onpenenenne coaepxaHus
4-amuHOGEHONA

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
|Onpenenenue
HeuJeHTUH NI POBAHHBIX
npumeceii ubynpodena u

| mapaueTamosna _
Total impurities (Method
1+Method 2) / Cymma
npumeceit (Meton 1 +
Meron 2)

0.0002%

0.09%

0.09%

4-aminophenol (paracetamol impurity) -
not more than 0.005 % |
4-amuHOQeHOoN (npumMech
napaiieramona) - ge 6onee 0,005 %

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

0.2%
EnunvyHas  HewJeHTHULIHpPOBaHHAs
IpUMECH ubynpodeHa WM

napareramona - He 6onee 0,2 %

Not more than 0.7 % / He 6onee 0,7 %

8 |Microbial limits* / Mukpo6uosgornieckasi yucrora*

a) Total aerobic microbial
count / Obuee yucio
a3poOHBIX

| MHKPOOPTaHH3MOB

NA

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

Remarks . The Product confonns (v ND/

IMpameuanne: [TpogykTt coorBercTByeT TpeboBanusM HJJ

Opiuivu : APFROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxarororneHo; Ramakant [Mposepeno: Santosh Kumar Maurya | Ono6peno: Menemxep / PykoBoanTeib
i ( " =
‘a}u‘\u—g 3}:__ Pavan Kumar Sharma j;/}:_;/,_’
Reprint Date: ' Reprint Date: Reprint Date:
Jara: 13.07.2024 Jara: 13.07.2024 Jata: 13.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +21 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys. com
CIN: 1.85195AP1984PLC0O04507
www drreddys com




Dr.Reddy’s ":’

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

CEPTHOHUKAT AHAJIU3A
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[Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoyxaun IOnuop®, Tab6nerkn gucneprupyemele [ans gereii], 100 mr + 125 mMr

Batch No / V2401287 Batch Quantity / 547.5 kg
Cepust Ne : Pa3mep cepuu :

Analytical Repovrt No/ 040002593225 Date of Analysis / 13.07.2024
AHanunTHYecKHii oTyeT Ne : JlaTa aHanu3a:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npousBoacTsa : I'onen go :

Analysis performed according ND / Anaaus nposeaen no HJI[: [TNO011252/02-150323

No Test / Iloka3aTenn

Results / PesyabTathl

Specification / Hopma

b) Total combined yeasts
and mould count / Ob1uee
YUCIIO APOKOKEBBIX U
IUIECHEBBIX TPHUOOB

c) E. coli

NA

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

NA

Shall be absentin 1 g/
OrcytcTBUE B 1 T

| The acceptance value (AV) should be not
p

than 150 / [Ilokazarens

| npuemnemocTn (AV) nomkeH ObITh HE

The acceptance value (AV) should be not
than 150 / [TIlokasarens
npueMiaeMocti (AV) nomkeH ObITh He

9 | Uniformity of dosage units / OaHopoaHOCTh 03U POBaAHHSA

Ibuprofen / UGynpoden | 2.6
more
[6onee 15,0

Paracetamol / ITapaneramon 2.6
more
ooinee 15,0

10 Assay / KonnyecTBeHHOE 99.7 mg/ 99.7 mr

omnpenejieHue

123.6 mg / 123.6 mMr

90.0mg to 110.0mg of Ci3Hi30:
(ibuprofen) per tablet / Ot 90,0 Mr 110
110,0 mr  Ci3His02 (ubynpoden) B
TabneTke

1125mg to 137.5mg of CsHoNO:
(paracetamol) per tablet / Ot 112,5 mMr 10
137,5mr CgHoNO; (mapanetramon) B

Remarks : The Product conforms o ND/

IIpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusM HJ|

Oplnlon : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[TogrorosneHo: Ramakant

Gupd

Checked by /
ITpoBepeHo: Santosh Kum__‘a,%l\/{aurya

A

—_—

Approved by: Manager/Executive /

Opobpeno: Menemxkep K@ﬂmenb
(¥

Pavan Kumar Sharma

Reprint Date:
JaTa: 13.07.2024

Reprint Date:
Jlara: 13.07.2024

Reprint Date:
Hata: 13.07.2024

Registerad Office: 8§-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 49€0 2999, Email: mail@drreddys.cam

CIN: L85195AP1934PLCO0ASTD7
wwedrreddys.com




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknun FOnuop®, Tabnerkn gucneprapyemsie (s gereii], 100 mr + 125 mr

Batch No / V2401287 Batch Quantity / 5475 kg
Cepus Ne : Pa3mep cepun :

Analytical RepoIt No/ 040002593225 Date of Analysis / 13.07.2024
AHamnTuyecknii oTyer No : JlaTa anaau3sa:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npou3BOACTBA : T'ogeH fo :

Analysis performed according ND / Ananu3 nposegen mo HJ: IT N011252/02-150323

| Neo

Test / IlokazaTenan Results / PesyabTaThi Specification / Hopma
I - R
| tabneTke
11 |Package / Ynakoska 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AI blister. 1, 2 or 20

'and patient information leaflet in a
carton. / ITo 10 tabnerok B 6mucTep
u3 [IBX/AL o 2 61ucTepa BMECTE €
UHCTPYKIMEH 1[0 MNpPUMEHEHHIO B
nayKy KapTOHHYIO.

blisters and patient information leaflet in
a carton. / [To 10 tabnerok B 6incTep U3
TMBX/AL Ilo 1, 2 unu 20 6aucrepos
BMECTE C HHCTPYKLUEH 0 TPUMEHEHHIO
B Ma4YKy KapTOHHYIO.

12 |Labeling / MapkupoBka According to ND. / B cootBetcTBuu ¢ HJ.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
Xpanenue B opuruHanbHoli ynakopke (6nucTep B ayke) MPU TEMIIEPATYPE HE BbIIIE
25 °C.
14 | Shelf life / Cpok roanoctn |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. / McnpiTaHHEe MIPOBOAHTCS TOJNBKO I Kaxao 20-i cepun HIIH AJIsl ONHOM CepHH B
rofi, B 3aBHCHMOCTH OT TOr'0, YTO HACTYMHUT paHee. [lokazaTenb MOXKeT OTCYTCTBOBATBL B CepTH(HHKATE aHAIU3A.

Remarks : The Product conforms to ND/
Ipumeyanue: [Tpoaykt cooTBeTCTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Jara: 13.07.2024

Jara: 13.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneHo: Ramakant IIposepeno: Santosh Kumgar Maurya | Onobpeno: Menemxep / PyioBoantens
g\:'g”}* m Pavan Kumar Sharma (jnﬁf?
! / . . - =
Reprint Date: Reprint Date: Reprint Date:

Hata: 13.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: +S1 40 4900 2999, Email: mail@drreddys.com

CIiN: L851954P1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 613 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hoykaun IOuuop®, TabneTku qucneprupyembie [ns gereii], 100 mr + 125 mr

Batch No / V2401287 Batch Quantity / 547.5 kg
Cepust No : Pazmep cepuu :

Analytical Repovrt No/ 040002593225 Date of Analysis / 13.07.2024
AnanuTH4eckuii oryer Ne : HAata agajanza:

Date of Manufacture / 06/2024 Date of Expiry/ 05/2029
JlaTa npou3BOJCTBA : T'ogen xo :

Analysis performed according ND / Anamu3 nposegen no HJI: [1 N011252/02-150323

API name (INN)/

npoussoautess I'JIP:

Hanmenosarue ADC (MHEH): Ibuprofen / U6ynpoden Paracetamol / [Taparietamon
API manufacturer batch number / PIBM240041 APAPE2024030206
Howmep cepun nponspoantes APC:

FP Manufacturer API Batch number /

Homep cepun cy6cranunn FERA00229 FERA00220

API Manufactured by & country /
IIpouzpogurenn ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB

®apmMma Caitencus Jlumuten, Maaus

Granules India Ltd., India /
I'panynec Unaus JItn., Unnus

Remarks : The Product conforms to ND/
Ilpumeyannue: IIpoaykt cooTeTcTBYET TpebOBanusm HJI

Opinion : APPROVED
3akawuenne: OAOBPEHO

Prepared by /
IToarorosneHo: Ramakant

o

Checked by /
[Tposepeno: Santosh Kumar Maurya

#

————

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PypBoanTeb
Pavan Kumar Sharma I;"";;/

T

Reprint Date:
Jata: 13.07.2024

Reprint Date:

Jarta: 13.07.2024

Reprint Date:
Jara: 13.07.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad -

500024, Telangana, india

Tel: +01 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: 1L.85195AP1984PLC0O04507
www.drreddys.com




