Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT 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 6/ CTp. 113 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6yxaun FOuuop®, Tabnerku aucneprupyembie [nis gerei], 100 mr + 125 mr

Batch No / V2401310 Batch Quantity / 547.5kg
Cepust Ne : Pa3mep cepumn :

Analytical Repourt No/ 040002593854 Date of Analysis / 13.07.2024
AHAJIMTHYECKHH oTueT No ; JlaTa aHanau3a:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa mpoH3BOACTBA : T'ogen go :

Analysis performed according ND / Anann3 npoeegen mo HJI: I1 N011252/02-150323

Test / IToxazaTennb

Results / Pe3yabTaThl

| Ne
1 —'Description / Onucanue

Specification / Hopma

|Pink round flat-faced beveled-edge 'Pink round flat-faced beveled-edge

score-line on one side and
characteristic odor. /
Kpyrniesle  JIOCKOLMIHMHAPUYECKHE
TabJETKH  pO30BOr0  IBETa €

BKparjieHusiMH, ¢ Gackol U pUCKOH
Ha OJHON CTOpOHE, ¢ XapaKTE€PHBIM
3araxom.

tablets with impregnations and a |tablets with impregnations and a score-

line on one side and characteristic odor./
Kpyrunsie NIJIO0CKOIUIMHAPHUECKHE
TabneTKH PO30BOrO 1[BETA c
BKparieHus MY, ¢ dackoil ¥ puckoil Ha
OJHOI  CTOpOHE, C XapaKTepHbIM
3aI1aX0M.

2 |Identification /
INoaTHHHOCTDH

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). /
BpeMeHa  ynepXMBaHHS ~ OCHOBHBIX
[I1KOB Ha XpoMaTorpaMme
HCIBITYEMOTO  pacTBOpa  JOJDKHBL
COOTBETCTBOBATh BpeMEHaM
yJAep>KUBaHHUsA TIMKOB Ha
XpOMaTorpaMMe pacTBopa CTaHAAPTHBIX
o6pasiioB ubynpodeHa u napaeTamMmona
(paznen «KonuuecTseHHOE
ofpesieNneHne»).

Remarks : Tl Product couforus v ND/
ITpumeuanue: [IpoxykT cooTBeTcTBYeT TpeboBaHusaM HJI

Opiuivu : AFTROVED
3akimouenne: OJOBPEHO

Hara: 13.07.2024

Hata: 13.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: Ramakant [Iposepeno: Santosh Kumar Maurya | Onobpeno: Menemxep / Pykosoautens

@J\U'Lr { % L Pavan Kumar Sharma  “ew~r—=
Reprint Date: v Reprint Date: Reprint Date: =

Jarta: 13.07.2024

Registered Cffice: 8-2-337, Road No. 3, Bznjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4900 2900, Fax: +51 49 4900 2999, Email: mail@drreddys.com

CIN: 1.85195AP1934PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

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 6/ CTp. 213 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykmann IOnuop®, Taénerku aucneprupyemsie [ans aereii], 100 mr + 125 mr

Batch No / V2401310 Batch Quantity / 547.5 kg
Cepust Noe : Pasmep cepum :
Analytical Repo:‘t No/ 040002593854 Date of Analysis / 13.07.2024
AHaanTHYecKUii oTyeT No : Jata anaJsnsa:
Date of Manufacture / 06/2024 Date of Expiry/ 05/2029
JlaTa IpoM3BOACTBA : Topen no :
Analysis performed according ND / Anaau3 nposeaer mo HJI: IT1 N011252/02-150323
Na Test / IlokazaTenn Results / Pe3yabTaThl Specification / Hopma

3 _Average weight of tablets /
Cpennsist Macca TabjeTok

365.2 mg/ 365.2 Mmr

Complies/CooTBeTcTBYET

4 |Disintegration /
PacnanaemMocThb

01 min 03 sec/ 01 muH 03 cex

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

Not more than 3 min /
He 6onee 3 Mun

5 |Dissolution /Pacreopenne

96 % to 98 %

95 % to 98 %

Not less than 70 % (Q) of C13Hiz02
(ibuprofen) after 30 min / He meHee
70 % Q Ci3H130:
(ubynpoden) uepes 30 Mux

Not less than 70 % (Q) of CgHoNO,
(paracetamol) after 30 min / He meHee
70 % Q CsHoNO,
(nmapaueramon) yepes 30 MUH

6 | Dispersibility /
JlucnepcHOCTD

Complies / CooTBeTcTByET

Uniform suspension passing through the
710 um sieve is formed / O6pazyercs
ONHOpPOJHAS CYCIIEH3Us, MPOXOAAIas
yepe3 CHUTO C pasMepoM OTBEpCTHH
710 MxM

7 |Related substances / PoacTBeHHble npUMecH

Remarks : The Product conforms to ND/

Ipameuanue: [Ipoaykt cootseTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axmouyenue: OJJOBPEHO

Prepared by /
IMogrorosneno: Ramakant

Checked by /
IIpoBepeno: Santosh Km:ﬁ{ Maurya

W

Approved by: Manager/Executive /
Onobpeno: Menemxep //rymsom-wem;

Pavan Kumar Sharma :,2______

.r/

1

Reprint Date:
Hata: 13.07.2024

Reprint Date:
Jata: 13.07.2024

Reprint Date:
Harta: 13.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCOD4507
www.drreddys.com




Dr.Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

Page3 of 6/ CTp. 313 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NoykanH IOHnop®, TabneTkn gucneprupyemMble [aas aeteii], 100 mr + 125 mr

Batch No / V2401310 Batch Quantity / 5475 kg
Cepus No : Pa3mep cepun :
Analytical Report No / 040002593854 Date of Analysis / 13.07.2024
AHajluTH4ecKuii oruer No : JlaTa aHau3a: T
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa n1pou3BOACTEBA : T'oneH go :
Analysis performed according ND / Ananu3 nposeaen mo HJI: [1N011252/02-150323
Na Test / IloxazaTenn Results / Pe3yabTaThl Specification / Hopma

Method 1/ Merton 1
4-Aminophenol content /
OrnpeneneHue conepxaHusl
4-amuHodenona

Method 2 / Meton 2
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenyie
HeuJIeHTH( UM POBAHHBIX
npumeceii nubynpodeHa u
napaneramosna

Total impurities (Method
1+Method 2) / Cymma
npumeceit (Metozn 1 +
Meron 2)

0.0004%

0.10%

0.10%

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

4-amMuHOGeHoN (ipuMech
napanetamona) - e 6osee 0,005 %

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

Ennuuubas  HeuaeHTH(QUUKMpPOBaHHAS
MIPHMECH ubynpodena Wl
napateTamona - He 6onee 0,2 %

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

8 |Microbial limits* / MukxpoGuosor

HYecKast YucToTa*

a) Total aerobic microbial
count / O6uiee 9ucno
a3pobHBIX
MHKDPOOPTaHH3MOB

NA

'Not more than 10° CFU/g /

He 6oinee 10° KOE/r

Remarks : The Product conforms (o ND/

ITpumeyanne: ITponykT coorBercTByeT Tpebosanusm HJI

Opiuivun : APPROVED
3aximouenue: OJJOBPEHO

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

[ToaroroneHo: Ramakant ITposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / Pyjgosoauress
@d' ﬁ*‘ Pavan Kumar Sharma  { >
/ a—— |

Reprint Date: 1 Reprint Date: Reprint Date: o

Jara: 13.07.2024 Jara: 13.07.2024 Harta: 13.07.2024

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

CIN: L35195AP1984PLCO0450T7
www.drreddys.com




Dr.Reddy’s "‘:’

Dr. Reddy's Laboratories |td
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Page 4 of 6 / CTp. 413 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoykaun IOlmop®, Ta6JIeTKH Aucneprupyemsie [nis aereii], 100 mr + 125 mr

T .
Batch No / V2401310 Batch Quantity / 547.5 kg
Cepus Ne : Pa3mep cepun :
Analytical Repourt No/ 040002593854 Date of Analysis / 13.07.2024
AHAIHTHYECKH 0TUeT Ne : JlaTa aHann3a:
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npou3BOJACTBA : T'open o :
Analysis performed according ND / Anasn3 nposexen mo HJL: 11 N011252/02-150323

Ne Test / IToxazaTesnb Results / PesynbTaThl

Specification / Hopma

| b) Total combined yeasts NA
and mould count / Obiree
YKCJIO IPOMOKEBBIX M
MJIECHERbIX TPHOOB

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

©) E. coli NA

Shall be absentin 1 g/
OtcytcTBHE B 1 T

1
9 | Uniformity of dosage units / OgfHOPOAHOCTE JO3HPOBAHHSA

|
-

':Ibuprofen / Ubymipoder 0.9

| The acceptance value (AV) should be not

more than 15.0 / [Ilokazarens
npuemieMocTd (AV) JomxeH ObITh He
oonee 15,0

Paracetamol / ITapaueramon 0.9

The acceptance value (AV) should be not
more than 150 / Ilokasarens
npremieMocTu (AV) nomxeH ObITh He
6onee 15,0

10 |Assay / KonuuecTBenHoe | 99.7 mg / 99.7 Mr
onpenejieHHe

| 123.6 mg/ 123.6 mr

90.0 mg to 110.0 mg of Ci3Hi30,
(ibuprofen) per tablet / Ot 90,0 Mr 10
110,0 Mr C13Hi50: (ubynpoden) B
Tabrerke

(112.5mg to 137.5mg of CgHyoNO»
(paracetamol) per tablet/ Ot 112,5 mr g0
[137,5 Mr CsHoNO, (mapaueramos) B

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanusm H/J 3axaouenue: OJOGPEHO

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

IMoarorosneno: Ramaka [Tposepeno: Santosh Kumar Maurya | Opodpeno: Menemxkep / PykoBoauTens
@;&L\‘J‘L / Pavan Kumar Sharma < (:,M

= b
Reprint Date: : Reprint Date: Reprint Date:
Hara: 13.07.2024 Hara: 13.07.2024 Harta: 13.07.2024

Registared Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 <0 1800 2900, Fax: +51 40 49G0 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCO045C7
www.drreddys.com




Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT 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 50f 6/ CTp. 5u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

MOyKIUH FOnuop®, TabmeTkn Aucneprupyembie [1s gereii], 100 mr + 125 mr

Batch No / V2401310 Batch Quantity / 547.5kg
Cepust Ne : Pa3mep cepHu :

Analytical Report No / 040002593854 Date of Analysis / 13.07.2024
AHAJIHTHYECKUH 0TYeT N : JaTa ananuza: o
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTra npou3BOACTBA : T'ogen no :

Analysis performed according ND / Ananus nposenen no HJ/I: IT1N011252/02-150323

and patient information leaflet in a
carton. / ITo 10 Tabnerok B GnucTep
u3 [IBX/ALl. Ilo 2 6nuctepa BMecTe €
HHCTpYKLMEH [0 MNpPUMEHEHHIO B
NayKy KapTOHHYIO.

No Test / [TokazaTennb Results / Pe3yabTaTsl Specification / Hopma
' Tabnerke
[ 11 | Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/Al blister. 1, 2 or 20

blisters and patient information leaflet in
a carton. / Ilo 10 Tabnerok B OnucTep u3
I[IBX/Al Tlo 1, 2 wnu 20 6Jkcrepos
BMECTE ¢ HHCTPYKLHUEH 10 NPUMEHEHHIO
B Ma4Ky KapTOHHYIO.

Labeling / MapkupoBKa

According to ND. / B coorserctauu ¢ HJI.

13 |Storage conditions /

XpaHeHHe

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurunanbHoll ynakoske (6yucTep B nauke) py TEMIEPAType He BhIlle
25 °C.

14 |Shelf life / Cpok rogHocTH

5 years / 5 net

* 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. / HenbiTaHHe NPOBOAUTCS TOJILKO JJIs Kaska0l 20-i cepuy WJIH sl OXHOM CEpHH B
rofl, B 3aBUCHMOCTH OT TOI'0, YTO HACTYNHT paHee. [loka3aTeNb MOKET OTCYTCTBOBAThH B CEPTH(MKATE aHAIH3A.

Remarks : The Product conforms to ND/

ITpumeuanue: [IpoaykT cooTBeTCTBYET TpebopanusM H/I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

%uh\@dr

o

Checked by /
[Iposepeno: Santosh Kumar Maurya

.
e

Approved by: Manager/Executive /
Onobpeno: Menemkep / BykosoanTens
P K Sh P

avan Kumar Sharma ‘r/

Reprint Date: i

JTlata: 13.07.2024

Reprint Date:
Hara: 13.07.2024

Reprint Date:
Hara: 13.07.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN; L85195AP1984PLCOCAREY
www.drreddys.com




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 U3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Hoykaun IOunop®, TabaeTku Aucneprupyembie [nas nereii], 100 Mr + 125 mr

Batch No / V2401310 Batch Quantity / 547.5 kg
Cepus Ne : Pa3mep cepuu : )
Analytical Report No / 040002593854 Date of Analysis / 13.07.2024
AHAIUTHYECKHIT oTUeT Ne ; JaTa aHasn3a: U
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JaTa npou3BoacTBA : T'onen no :

Analysis performed according ND / Auajus nposeaen mo H: [T N011252/02-150323

| API name (INN)/

Hanvenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
API manufacturer batch number / PIBM240041 APAPE2024030206
Howmep cepuu nponspoautens APC:

FP Manufacturer API Batch number /

Howmep cepum cybcTanumnu FERA00229 FERAQ0220

npoussoauTens I'JIMD:

API Manufactured by & country /
Ipouzeogurtens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumurten, Uunus

Granules India Ltd., India /
I'panynec Unnus Jitn., Uupus

Remarks : The Product conforms to ND/

IIpumeuanue: IIponykt coorsercTBYyeT Tpebopanusam HJ

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant Ipoeepeno: Santosh Kumar Maurya | Ongobpeno: Menemkep / Pykosonuteib
éw\@t i Pavan Kumar Sharma &W";ﬁ
A
Reprint Date: v Reprint Date: Reprint Date:
Hata: 13.07.2024 Hara: 13.07.2024 Hara: 13.07.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys,com

CIN: LS51954P1984PLCC04507
www.drreddys.com




