Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Page1of 6/ Ctp. 143 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6vknun FOrnop®, Tadierku aucneprupyemsbie s geteii], 100 mr + 125 mr
Batch No / V2401286 Batch Quantity / 541.5 ke
Cepust Ne : Pasmep cepun :
Analytical Repovrt No / 040002592742 Date of Analysis / 13.07.2024
AHAIUTHYECKU I oTyeT No : JlaTa aHanu3a:
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JaTa npou3BoAcTBa : T'ogen g0 :

Analysis performed according ND / Ananu3 nposenen mo H/: [T N011252/02-150323

No Test/ IToka3aTean

Results / PesyabsTaTsl

Specification / Hopma

1 |Description / Onucanue

2 |Identification /
IHogauHHOCTDL

3anaxoMm.

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

score-line on one side and
| characteristic odor. /|
Kpyrabie  MiaockOMITHHAPHYECKNE
TabneTkd  pO30BOr0  LBETa  C

BKpamieHusamMy, ¢ dackod U pUCKOH
Ha OJIHOI CTOpOHE, C XapaKTEPHBIM

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrisie TJIOCKOLMIMHAPHUECKHE
TabneTku PO30BOro nBera c
BKparjeHusMH, ¢ ¢ackoil 1 puckoii Ha
OJIHOl  CTOpOHE, C  XapaKTepHbIM
3aMaxoM.

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). /
BpemeHna  ynepuBaHHsT ~ OCHOBHBIX
IIMKOB Ha XpomarorpaMmme
HCOBITYEMOTO  pacTBopa  JIOJDKHbI
COOTBETCTBOBATh BpEMEHaM
yIAEpKUBAHUS M1KOB Ha
XpOMAaTOrpaMMe PacTBOpa CTaHJApTHBIX
obpazioB noympodeHa u napaleramosna
(pazmen «KonnuecTBeHHOE
ONpEACIICHUEY). ‘

Remarks : The Product conforms to ND/
ITpumeuanne: [Ipoaykr coorBeTcTBYeT Tpebosanuam HJI

Opinion : APPROVED
3axkmouenune: OJJOBPEHO

Hata: 13.07.2024

Hata: 13.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ramakant IIposepeno: Santosh Kumar Maurya | OnoGpeno: Menexkep / PygbBoaurens

w (:}_/ Pavan Kumar Sharma /g//
Reprint Date: Reprint Date: Reprint Date: B

Jara: 13.07.2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A
Page2 of 6/ CTp. 213 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyknnn IOHu0p®, TabJIeTKH Aucneprupyemsbie [nas gereii], 100 mr + 125 mr
Batch No / V2401286 Batch Quantity / 541.5 kg
Cepus Ne : Pa3mep cepun :
Analytical Repourt No/ 040002592742 Date of Analysis / 13.07.2024
AHaauTHyeckni oTuer Ne ; JlaTa aHaau3a;
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JaTa npoH3BoACTBA : I'onen 110 :
Analysis performed according ND / Auanns nposeaen mo HJI: I1 N011252/02-150323

No Test / Iloka3aTtes Results / Pe3yiLTaTLl

Specification / Hopma

3 Xverage weight of tablets/ |  363.5 mg/ 363.5 Mr

Cpeansis macca TabjeTok 0
pen Complies/CooTBeTCTBYET

3577 mgto 372.3 mg
(365.0 mg £2.0 %). /
Ot 357,7 mr no 372,3 Mr
(365,0 Mr = 2,0 %)

| Not more than 3 min /

He 6onee 3 MuH

4 |Disintegration / 00 min 22 sec/ 00 muH 22 cex
i Pacnapaemocthb
' 5 |Dissolution / PacTBopenHe | 97 % to 99 %

94 % to 98 %

'Not less than 70 % (Q) of CuHis0s|

(ibuprofen) after 30 min / He meHee
70 % Q) Ci3Hi502
(ubynpoden) uepes 30 MHH

Not less than 70 % (Q) of CgHoNO»
(paracetamol) after 30 min / He menee
70 % Q) CsHoNO:
(napauetamon) uepes 30 MuH

6 'ﬁispers_ibility / Complies / CooTBeTCTBYET
JAucnepcHocts

Uniform suspension passing through the
710 pm sieve is formed / Ob6pazyeTca
OTHOPOAHAS CYCNEH3HUs, TNpoxoisias
yepe3 CHUTO C pa3MepoM OTBEpCTHi
710 MKM ‘

7 |Related substances / PoncTeenHnble npumecu

|

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cooTBeTcTBYeT TpeboBaHnusM HJ|

Opinion : APPROVED
3aknwouenue: OJJOBPEHO

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

[loarorosnero: Ramakant IMTposepeno: Santosh Kumar Maurya | OnoGpeno: Menemxep / PygoBoauTens
@J (B~ Pavan Kumar Sharma A

Reprint Date: i Reprint Date: Reprint Date: -

Jara: 13.07.2024 Hara: 13.07.2024 Hara: 13.07.2024




Dr.Reddy’s ‘_‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

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

Page3 of 6/Ctp.3u3 6

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

Hoyknun IO}mop@, TaGJeTKN Aucneprupyemsle [nus gereii], 100 mr + 125 mr

Batch No / V2401286 Batch Quantity / 541.5 kg
Cepus Noe : Pa3zmep cepumu :

Analytical Report No / 040002592742 Date of Analysis / 13.07.2024
AnangTnyeckuii oruer No : JlaTa aHaJn3a: T
Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npou3BOJCTBA : T'ogen go :

Analysis performed according ND / Anaan3 nposeaen no HJ: [T N011252/02-150323

Ne Test / Iloka3aTesb

Results / PesyabTaThl

Specification / Hopma

Method 1/ Meron 1
4-Aminophenol content /
Onpenenexue coaepxaHus
4-amunodeHona

Method 2 / Meton 2 '
Ibuprofen and Paracetamol
unidentified impurities /
Onpejenexue
HeUAEeHTHPULPOBAHHBIX
nipuMeceii ubynpodeHa u
| mapaLeTamoa

Total impurities (Method
[+Method 2) / Cymma
npumeceit (Meton 1 +
Merton 2)

0.0003%

0.09%

0.09%

8 | Microbial limits* / Mukpo0HoJIoruyeckasi 4ucToTa™

a) Total aerobic microbial
count / Ob1nee uncIiio
a’pOoOHBIX
MHKpPOOPTaHU3MOB

NA

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

4-aMuHOGEHON (npumMech
napaneTramona) - He 6onee 0,005 %

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

EnuHudHas  HeuJeHTHGUUUPOBAHHAS |
pUMeCh ubynpodena HIH |
napareramona - e 6osee 0,2 % |

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

[ Not more than 10° CFU/g/

He 6onee 10° KOE/r

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHusM HJ{

Opinion : APPROVED
3axnouenue: OJIOBPEHO

Prepared by /
IToAroToBNEHO; Ramakan‘}

Mﬁ

Checked by /
ITposepeHo: Santosh Kun?j&Maurya

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykgBoaurens
Pavan Kumar Sharma A )

§

Reprint Date:
Hata: 13.07.2024

Reprint Date:
Hara: 13.07.2024

Reprint Date:
Hara: 13.07.2024

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

CIN: LS5195AP1984PLCO0AS07

www.drieddys.com




Dr.Reddy’s €3¢

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Paged4 of 6/ CTp. 4 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NoyKnuH FOnnop®, Taénerku gucneprupyemele [ans gereii], 100 mr + 125 mr

Batch No / V2401286 Batch Quantity / 541.5 ke
Cepha Ne : Pasmep cepun :

Analytical Repo‘}‘t No/ 040002592742 Date of Analysis / 13.07.2024
AnammTHyeckunii oryer No : JlaTa aHajgm3a:

Date of Manufacture / 06/2024 Date of Expiry/ 05/2029
JlaTa mpou3BoaCTEA : I'ogen go :

Analysis performed according ND / Anaans nposeaen mo HJI: IT N011252/02-150323

Ne Test / IlokazaTenn

Results / PesyanLTaTsl

b) Total combined yeasts
and mould count / O61ee
YHCJIO JPONOKEBBIX U
TJIECHEBBIX rpHOOB |

NA

Specification / Hopma

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

¢) E. coli

NA

Shall be absentin 1 g/

OtcyrctBUe B 1 T

i =
9 | Uniformity of dosage units / OGHOPOAHOCTL JO3HPOBAHUSA

Tbuprofen / U6ynpoden

1.4

The acceptance value (AV) should be not
more than 15.0 / Iloxasarens
npueMiieMocTH (AV) O0omkeH ObITh He
bonee 15,0

'Paracetamol / ITapaueramon

1.4

10 | Assay / KosimyecTBeHHOE
oInpenesieHHe

99.3 mg/99.3 mr

123.5mg/ 123.5 mr

The acceptance value (AV) should be not
more than 150 / TIlokazarens
npuemieMocTd (AV) gomkeH ObITh He
Ooinee 15,0

90.0mg to 110.0mg of Ci;3H;s0:|
(ibuprofen) per tablet / Ot 90,0 Mmr g0
110,0 mr C;3HisO2 (ubynpodeH) B
TabneTke

112.5mg to 137.5mg of CgHoNO:
(paracetamol) per tablet / Ot 112,5 Mr 1o
137,5 Mr CgHoNO, (mapaueramon) B

Remarks @ The Product conforma to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPTROVED
3akmouenne: OJOBPEHO

Prepared by /
[Toarorosneno: Ramakant

by

Checked by /
IIpoBepeno: Santosh KL}?}?[ Maurya

-

Approved by: Manager/Executive /

Opnobpeno: Menemxep / BykoBoanrens
Pavan Kumar Sharma e

’ Wb
dupd
Reprint Date:

Jara: 13.07.2024

Reprint Date:
Hara: 13.07.2024

Reprint Date: .
JHarta: 13.07.2024

Pegistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel; +01 40 4500 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCCO4507

www.drreddys.com




Dr. Reddy's Laboratories Ltd.
‘.. Formulation Unit-6
1} o Vill. Khol, Nalagarh Road, Baddi.
Dr. Red dy S \e Distt. Sofan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
Page 50f 6/ CTp. 5u3 6

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

Uo6yxann FOunop®, Taéaerkn qucneprupyembie [1as gereii], 100 mr + 125 mr

Batch No / V2401286 Batch Quantity / 541.5 kg
Cepust No : Pasmep cepuu :

Analytical Repourt No/ 040002592742 Date of Analysis / 13.07.2024
AHannTHueckuii oryer Ne : Jata anayn3za:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JlaTa npou3BoacTBa : I'opeH 1o :

Analysis performed according ND / Anaau3s nposenen no HJI: [T N011252/02-150323

Ne | Test / Ilokazatens Results / PeayabTaThl Specification / Hopma
' Tabnerke
11 |Package / YnakoBka 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. / ITo 10 Tabnerok B 6nuctep |a carton. / [To 10 Tabnetok B 6i1ucTep U3
u3 [IBX/AL o 2 6nuctepa Bmecte ¢ | TIBX/AL Ilo 1, 2 umu 20 6nuctepos
WHCTPYKLHEll 10 NPUMEHEHMIO B BMECTE C MHCTPYKIMel M0 IPHMEHEHHIO |
na4yKy KapTOHHYIO. [ B mauky KapTOHHYIO.

12 Labeling / MapkupoBKa According to ND. / B coorserctBuM ¢ HJ.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
XpaHeHue B opuruHanpHOi ynakoske (6nUcTep B auke) NpH TEMIIEPATYPE HE BBILLIE
' 25 °C.

14 | Shelf life / Cpox rognocTs |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. / McnbITaHHe TPOBOIUTCS TOJbLKO AJs1 KaxA0H 20-i cepun Hiu [AJIs1 OAHOIi CEpHH B
roj, B 3aBUCHMOCTH OT TOr0, 4TO HACTYnHuT pauee. [loxazarens MoxKeT OTCYTCTBOBAThL B cepTH(HKaTe aHANH3A.

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [IpogykT cooTeeTcTBYET TpeboBaHusiM HJJ 3akmaouenue: OJJOGPEHO

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

IMogroroeneno: Ramakant [Mposepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / PygoBoaurens
&LL [-/LLA\ % Pavan Kumar Sharma & fv»—""

Reprint Date: ' Reprint Date: Reprint Date: }

Hata: 13.07.2024 Hara: 13.07.2024 Hara: 13.07.2024

Registered Office: 8-2-337, Road Mo. 3, Banjara Hilis, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2900, Fax: =91 40 4900 2999, Email: mail@drreddys.com
CIN: L85185AP1584PLCCOASTT
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 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
M6y xaun FOunop®, Tabaerku ancneprupyembie [1s aereii], 100 mr + 125 mr

Batch No / V2401286 Batch Quantity / 541.5 kg
Cephs Ne : Pa3mep cepun :

Analytical Repovrt No/ 040002592742 Date of Analysis / 13.07.2024
AHajuTuyeckuii oryer Ne : Jarta ananusa:

Date of Manufacture / 06/2024 Date of Expiry / 05/2029
JaTa npou3BoacTBA : T'ogen no :

Analysis performed according ND / Anamuz nposegen o H: I1 N011252/02-150323

API name (INN)/

Haumenosamne ADC (VIHH): Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number / PIBM240041 APAPE2024030206
Homep cepun npoussoautens A®C:

FP Manufacturer API Batch number /

Homep cepuu cy6cTaHIHH FERA00229 FERA00220

npousBoanTeas I'JID:

API Manufactured by & country /
Ipouzeogurenr ADC, crpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuten, Unnns

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

Remarks : The Product conforms to ND/

IIpumedanne: [TpogykT cooTBeTcTBYET TpeboBaHusM HJJ

QOpinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Raakant ITpoBepeno: Santosh Kumar Maurya | Onobpeno: Menemkep / Pykosoanrens
zﬂ ,_(}“ jﬁ - Pavan Kumar Sharma ({ V
o =
Reprint Date: l Reprint Date: Reprint Date: =
Jara: 13.07.2024 Hara: 13.07.2024 Jara: 13.07.2024

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

CIN: L85195AP1984PLCR045CT
www.drreddys.com



