Dr.Reddy’s Q

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
CEPTUD®UKAT AHAJIU3A

Page 1 0of 6/ Ctp. 1u3 6

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

H6ykaun FOnnop®, Tabaerku aucneprupyembie [1is aereii], 100 Mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : MERES Pasmep cepnn : 1500000.0 Tab
Analytical Repog‘t No/ 040002671017 Date of Analysis / 28.09.2024
AHanuTHYecKHii oTyeT No : Jdarta anammnza:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa npou3BoACTBA : I'ogen po :

Analysis performed according ND / Anaymm3 nposefen mo HJI: JI[T-Ne(004427)-(PI'-RU)-260124

Ne Test / ITokasaTesnb

Results / PesyabTaTsl

| Specification / Hopma

1 Descri[_)tion / Onucanne

2 |Identification /
IMogauHHOCTD

Pink round flat-faced beveled-edge
tablets with impregnations and a
score-line on one side and
characteristic odor. /
Kpyrnble nnockoUuIHHAPHYECKHE
TabNneTkl  po30BOro  LBeTa C
BKparJeHusIMHU, ¢ packoii U puckoit
Ha OIHOM CTOPOHE, ¢ XapaKTepHBIM
3amaxom,

Complies as prescribed/
CooTBeTcTBYET

| Pink round flat-faced beveled-edge tablets

[ with impregnations and a score-line on one
side and characteristic odor./ Kpyrnbie

TUTOCKOLMIMHAPUYECKHE TabneTku
PO30BOTO L[BETA ¢ BKpArIEHUSAMH, ¢ ackoii
U pHUCKOIl Ha ONHOM CTOpoHE, ¢

XapaKTEPHBIM 3allaxoM.

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
yIep>XXMBAHUS ~ OCHOBHBIX  TNHKOB  Ha
XpoMaTorpaMMe HCIBITYEMOTO pacTBOpa
JIOJDKHBl ~ COOTBETCTBOBAaTb  BpeMeHaM
yJepXHUBaHHs NUKOB Ha XpomaTorpamme
pacTtBopa CTaHJAPTHBIX o6pa3ioB
ubynpodeHa u napaneramona (pasaen
«KonH4ecTBEHHOE OTIpe/IEICHUE).

Remarks: The Product conforms to ND/
Hpumeuanne: [poaykt coorseTcTBYET TpeboBaHHAM HJ|

Opinion: APPROVED
3akuiouenne: OJJOBPEHO

Prepared by /
IToaroToBeHO: N_igin Sharma
\

‘—_~

Checked by /

\

e—

IIporepeno: Santosh Kumar Maurya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBpantens
Abhishek Chauhan /)

{ T

Reprint Date:
Hara: 28.09.2024

Reprint Date:
Jara: 28.09.2024

Reprint Date:
Jara: 28.09.2024

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

Te!l

:+91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIU3A

Page2of 6/ CTp. 213 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOunop®, Tabaerku aucneprupyemble [ais aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusa No : Mot Pa3mep cepunu : 1500000.0 tab
Analytical Repourt No/ 040002671017 Date of Analysis / 28.09.2024
AHATMTHYeCKHi] 0T4YeT Ne : JlaTa apajansa:

IDate of Manufacture / 09/2024 Date of Expiry / 08/2029

[IaTa npon3BOACTBA : T'onen jo :

| Analysis performed according ND / Anaans mposeaen mo HJ: JITT-Ne(004427)-(PT-RU)-260124

Ne Test / IlokazaTean

/ Cpeansia macca

Ta0JIEeTOK
|

3 | Average weight of tablets j

Specification / Hopma

367.1 mg/ 367.1 mr

Complies/CooTBeTcTBYyET

Results / PesyabTaTsl
|
|
|

01 min 06 sec/ 01 mun 06 cex

| 4 |Disintegration /
| Pacnagaemocthb
| N | ——— =
5 |Dissolution /
PactBOpeHue

92 % to 102%

90 % to 100%

357.7 mg to ?72.3_mg'
(365.0 mg + 2.0 %). /
Or 357,77 mr Jo 372,3 Mr
(365,0 Mr+2,0 %)

Not more than 3 min /

'He 6osee 3 mut |

|
Not less than 70 % (Q) of C8HINO2

"Not less than 70 % (Q) of C13HI802|

(ibuprofen) after 30 min / He meHee 70 %
Q) C13H1802
(ubynpogen) uepes 30 MUH

(paracetamol) after 30 min / He menee 70 %
Q) C8HIONO2
(napaueramon) uepes 30 MUH

6 |Dispersibility /
JucnepcHoCcTb

Complies / COOTBETCTBYeT

Uniform suspension passing through the
710 pm sieve is formed / O6pasyercs
OJIHOpOLHAsl  CYCHEH3Hus, MpPOXOAsALias
Yyepes CUTO € pa3sMepoM oTBepcTuit 710 Mkm

7 | Related substances / PoacTseHHble MpUMECH

Remarks: The Product conforms to ND/
Ipumeuanue: [poaykT coorBercTBYeT TpeboBauusam HJJ

Opinion: APPROVED
3axkmouenue: OJJOBPEHO

Jata: 28.09.2024

JHara: 28.09.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: N't."gn Shapma | ITpoeepeno: Santosh Kumar Maurya | OnobpeHo: MCHL)J,;I\LP /s PymB /1 HTENb
Reprint Date: Reprint Date: Reprint Date:

Jara: 28.09.2024

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

CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IN!A
Te!: +91 98166 56001-02
www.drreddys.com

Page3of 6/ CTp. 313 6

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

N6y kana FOunop®, Tabaerxu aucneprupyemsle [nast gereii], 100 mr + 125 mr

Batch No / V2401963 Batch Quantity / 1500000.0 tab /
Cepha Ne : Pa3smep cepun : 1500000.0 Tab6
Analytical Repo:‘t No/ 040002671017 Date of Analysis/ |50 19 5094
AHAaJuTHYecKHH oTdeT No : Jata aHaauza:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa npon3BOACTBA : I'ogex a0 :

L

Analysis performed according ND / Auasiu3 nposeaer no HJ/I: JIT-Ne(004427)-(PI™-RU)-260124

Ne Test / [Toka3zaTenb

Method 1 / Metogn 1
4-Aminophenol content /
OrnipezieneHye coaepKaHus
4-amuHodeHoNa

|

'Method 2 / Merox 2
Determination of
Ibuprofen and Paracetamol
unidentified impurities /
Onpenenenue
HeHuIeHTHGUIIPOBAaHHBIX
npumMeceii nbynpodeHa u
napaneraMmosna

Total impurities (Method
[+Method 2) / Cymma
npumeceii (Meron 1 +
Mertozn 2)

g [Microbial limits* / MukpoGronornueckas unctota*

Results / Pe3yabTaThl ;Speciﬁcation/ Hopwma
N ' 4-aminophenol (paracetamol impurity) - not
0.0002 % more than 0.005 %
|4-amuHOMEHOI (TPUMECh NMapaleTamona) -
He 6onee 0,005 %
'Any individual unidentified impurity of
0.06% \ibuprofen or paracetamol - not more than
0.2%
Enunnunas HenJeHTUHLHPOBaHHAS
| npumMeck HOynpodeHa 1M napaneramorna -
He 6osee 0,2 %
0.06 % Not more than 0.7 % / He 6onee 0_,7 %

a) Total aerobic microbial
count / Obyee YUCIO
aspoOHBIX

‘ MHKPOOPTaHHU3MOB

NA

Not
He 6onee 103 KOE/r

than 103 CFU/g  /

more

Remarks: The Product conforms to ND/
IMpumeyanne: [IpoayKT COOTBETCTBYET

tpebopanusM HJI

Opinion: APPROVED
3axnruenne: OJJOBFEHO

Prepared by /
IToprorosneno: Nitin Sharma

Checked by /
ITposepeno: Santosh KL?&{I: Maurya

>

Approved by: Managef/Executive /
Opobpeno: Menemxgp / Pykopomiteib
Abhishek Chauhan

!

I\-._,—/-

Reprint Date:
Hata: 28.09.2024

Jlara:

Reprint Date:

28.09.2024

Reprint Date:
Hara: 28.09.2024

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 Laboratories Ltd.

@ e Formulation Unit-6
'. Vill. Khol, Nalagarh Road, Baddj,

?
Dr. ReddY S Q Bistt. Solan, H.P, 173 205, INDJA

Te!: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 4 of 6/ CTp. 413 6

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

N6ykaun YOunop®, Tabaerkn gucneprupyemeie [nas gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
V2401963

Cepus Ne : Pa3mep cepumu : 1500000.0 tab

Analytical Repovrt No/ 040002671017 Date of Analysis / 28.09.2024

AHATUTHYECKHT oTyeT Ne : Jdara anannza:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa npoH3BOACTBA : T'onen 1o :

Analysis performed according ND / Auanu3 nposegen mo H/I: JITT-Ne(004427)-(PI'-RU)-260124

i"Speciﬁca_tion / Hopma

Ne Test / Iloka3aTenn Results / Pe3yJabTaThl ;
b) Total combined yeasts | NA 'Not more than 102CFU/g /
and mould count / Ob11ee He 6onee 102 KOE/r

[uncno apoMOKEBBIX U
TMJIECHEBBIX IPUOOB

¢)E.coli NA Shall be  absent in lg /
OrcytcTBHE B 1 T

' 9 | Uniformity of dosage units / OJHOPOIHOCTh AO3UPOBAHHUSA

Tbuprofen / UGynpoden 1.8 The acceptance value (AV) should be not
more  than 150 /  IlokazaTens
npuemiemocti (AV) gomxeH OBITh He

6onee 15,0
Paracetamol / 2.2 | The acceptance value (AV) should be not
[Tapaueramon more  than 150 /  Iloxazarens
npuemyieMocTH (AV) [poMkeH ObITh He
oonee 15,0
| 10 |Assay/KoanvecTBeHHOE 100.5 mg/ 100.5 mr 90.0mg to 110.0mg of CI13H1802
ompeaejieHUue (ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr CI3H1802 (ubynpoden) B
TabyeTke
123.3 mg/ 123.3 mMr 1125mg to 137.5mg of C8HONO2
| (paracetamol) per tablet / Ot 112,5 Mr no|
Remarks: The Product conforms to ND/ Opinion: APPROVED
ITpumeuannue: Ilpogykr cooTBeTcTBYET TpeboBanusam HJI 3aksmovenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Mana gel;f Executive /

[ToaroToBneHo: Nitin\ harma | [IpoBepeno: Santosh Kumar Maurya Onobpeno: Menemkep / Pykogonutess
— 4 Abhishek Chauhan A_ 7

Reprint Date: Reprint Date: Reprint Date:
Jata: 28.09.2024 Hara: 28.09.2024 Jara: 28.09.2024

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Te! : +91 98166 56001-02
www.drreddys.com

Page 50f 6/ CTp. 513 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Hovyknun IOHn0p®, Ta6J1eTKH Aucneprupyemsle [nas gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : S Pasmep cepuu : 1500000.0 Tab
Analytical Repovrt No / 040002671017 Date of Analysis / 28.09.2024
|AnanuTndeckuii oruer No : Jara ananu3za:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JaTa npou3BoicTBa : I'opeH 3o :

Analysis performed according ND / Ananus nposenen no HJI: JI[T-Ne(004427)-(PI-RU)-260124

Specification / Hopma

Test / IlokazaTtenn Results / Pe3yabTaThl
137,5mMr C8H9NO2 (napaueTaMOF B
. Tabyerke
|11 Package / YnakoBka 10 tablets in PVC/Al blister. 2|10 tablets in PVC/AI blister. 1, 2 or 20

blisters and patient information blisters and patient information leaflet in a
leaflet in a carton. / ITo 10 Tabnetok | carton. / ITo 10 tabnerok B Giaucrep u3
| B Omuctep u3 IIBX/Al Tlo 2|TIBX/Al Ilo 1, 2 nnu 20 6yHcTepOB BMECTE
|GnHcTepa BMECTE C MHCTPYKLMell | ¢ MHCTPYKLHe# 1O MPHMEHEHHIO B MAavKy

MO TPUMEHEHWIO B TauKy  KapTOHHYIO.
| KapTOHHYIO.
12 |Labeling / Mapkuposka |According to ND. / B cootsercraun ¢ HJI.
13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
g
XpaHeHue B opuruHansHoi ynakoske (Onictep B nauke) mpu Temneparype He Boie 25 °C.
14 |Shelf life / Cpox 5 years /5 ner '
TOJIHOCTH

* 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 manufacturer's certificate of analysis. / HenbITaHHe IPOBOAUTCS TOMBKO AJIsl KaKA0oMH 20-H cepHM HIH JJs
ONHOM CepHH B rojJ, B 3aBHCHMOCTH OT TOro, YTo HacTymur panee. llokasareiah MoO:KeT OTCYTCTBOBATH B

cemebuKaTe AHAJIH3A NIPOU3BOJIUTEIA,

API name (INN) /
HaumenoBanue A®C (MHH):

Ibuprofen / Ubynpoden

Remarks: The Product conforms to ND/
Hpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanusm HJT

Paracetamol / IlapanieTamon ‘

Opinion: APPROVED
3akaouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Exegutive /
[Togrorosneno: Nitin Sharma | [poBepeno: Santosh Kumar Maurya | Onobpeno: Menemitep / P)/’ZOBO,IIIITEHB
V)/’ ( Abhishek Chauhan(__-

Reprint Date: Reprint Date: Reprint Date:
Jara: 28.09.2024 Jlara: 28.09.2024 JlaTta: 28.09.2024

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

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

Page 6 of 6/ CTp. 6 13 6

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

HAoyknun IOunop®, TaéeTkn Aucneprupyemsie [1as aereii], 100 mr + 125 mr

Batch No / V2401963 Batch Quantity / 1500000.0 tab /
Cephs Ne : Pa3mep cepun : 1500000.0 Tab
Analytical Repo:‘t No/ 040002671017 Date of Analysis / 28.09.2024
AnannTuiecknii oTyeT Ne : JlaTa ananuza:

Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JlaTa npousBojacTaa : | I'onen go :

Analysis performed according ND / Anasnu3 nposeaen mo HJI: JITT-Ne(004427)-(PT-RU)-260124

API manufacturer batch number /

npoussoautessa IJID:

Howmep cepun npousBoaurens ADC: RIEMZ2 0151 0288124325
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHIIHH FERA00480 FERA00390

APY Manufactured by & country /
Ilponspogutens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conmapa DxTuB

®apma Cailencus Jlumuren, Uuanus

Sri Krishna Pharmaceuticals Ltd.,
India / IIfpu Kpuina
®apmacprotukans Jita., Uugus

Remarks: The Product conforms to ND/
Ipumeuanune: [Iponykr coorsercTByeT TpeboBanusam HJJ

Opinion: APPROVED
3akmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Managef/Executive /

IToaroToBineHo: Ni{' Shapma | [Tposepeno: Santosh Kumar Maurya | Onobpeno: Menexgp / Pykosofinrens
‘-/J { Abhishek Chauhan o]

Reprint Date: Reprint Date: Reprint Date:

Hata: 28.09.2024 Hara; 28.09.2024 Jara: 28.09.2024

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: L85195AP1984PLC0O04507
www.drreddys.com




