Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

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

Pagelof 6/ Ctp. 1 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6ykimn FOHnop®, Tabnetku aucneprupyembie [ans neteit], 100 mr + 125 mr

Batch No / V2301057 Batch Quantity / 542.360kg
Cepus Ne : Pasmep cepuu :

Analytical Repczrt No/ 290001670499 Date of Analysis / 26.06.2023
Ananutudeckuid otuet Ne : Hara ananusa:

Date of Manufacture./ May-2023 Date of E)%plry/ Apr-2028
JlaTa npoH3BOACTBA : [Nomen no :

Analysis performed according ND / Ananu3 nposezex no H/I: I1 N011252/02-150323

Ne Test / Iloka3areynb

Results / PesyabTaTsl

ol Desc;iption / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyribie  M10CKOLMIHMHAPUYECKHIE
TabJeTkKM  pO30BOrO  LBETa C

BKpaIlJIeHUsIMH, ¢ (acKoi U PHUCKOI
Ha OJIHOH CTOpOHE, C XapaKTepPHbIM
3anaxom.

Specification / Hopma

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

line on one side and characteristic odor./
Kpyribie TUIOCKOLMIMHAPHYECKIE
TabIETKH PO30BOr0O LBETA c

BKpaIUieHuAMH, ¢ (ackoit U puckoil Ha
ONIHO!  CTOPOHE, C  XapaKTepHbIM
3aMaxom.

2 |Identification /
IMoauHHOCTEL

|

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

YACPXKHBaHKMA OCHOBHBIX IIMKOB Ha
XpomaTtorpamme HCHBITYEMOI'O
pacTBoOpa OOJDKHBI COOTBETCTBOBATH

BpeMeHaM YIEpXKMBaHMA [HKOB' Ha

XpomaTorpamme pacTBopa
CTaHAapTHBIX 00pa3loB ubynpodeHa
napaueramona (pasnen

«Konn4yecTBEHHOE OMpENCICHUEY).

Remarks : The Product conforms to ND/
ITpumeuanne: Ilponykr cooTBeTcTBYET Tpebosanusam HJI

Opinion : APPROVED
3axawuenne: OJJOBPEHO

Jarta: 26.06.2023

Hata: 26.06.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: INporepeno: Pardeep Kumar Onobpeno: Menemkep / Pykosoaurens
Ramakant ~ Ajay Sharma &

Reprint Date: Reprint Date: - Reprint Date:

JaTa: 26.06.2023

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
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CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIU3A
Page2of 6/ Ctp. 2 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
W6yknuu Ouunop", Tabnetku aucneprupyembie [ans aereit], 100 mr + 125 mr
Batch No / V2301057 Batch Quantity / 542.360kg
Cepust Ne Pazmep cepun :
Analytical Reptzrt No / 290001670499 Date of Analysis / 26.06.2023
Aunanutndeckuii otyet No : JlaTa aHanu3a:
Date of Manufacture./ May-2023 Date of Expiry / Apr-2028
Jata npor3BoOACTBA : T'oneH no :
Analysis performed according ND / Ananus nposeaes no H/I: [1N011252/02-150323

Ne Test / IlokazaTenn

Results / Pe3yabTaThl

Specification / HOpM; ‘

3 | Average weight of tablets /
Cpeausist Macca TabjeTok

L

366.0 mg/ 366.0 Mr

Complies/CooTBETCTBYET

357.7 mg to 372.3 mg

(365.0 mg + 2.0 %). /

Ot 357,7 mr no 372,3 mr

(365,0 Mr+ 2,0 %) |

4 | Disintegration /
Pacnamaemocthb

| 6 |Dispersibility /
JucnepcHocTh

5 |Dissolution / PacTBopenne i

00 min 26 sec/ 00 MuH 26 cek

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

97% to 98 %

97% to 99 %

Complies / CooTBeTCTBYET

[Not less than 70 % (Q) of CisHis0:|
'(ibuprofen) after 30 min / He wmeHee|
[70 % Q) Ci3Hiz02
| (ubynpoden) yepes 30 MuH '
|

'Not less than 70 % (Q) of CsgHoNO,
(paracetamol) after 30 min / He Mmenee|
70 % Q) CsHoNO; |
(napaueramon) yepe3 30 MHH

| Uniform suspension passing through the |

710 pm sieve is formed / Obpa3zyerca
OJHOpOJHAsl CYCTEH3Hs, NPOXOAdLIas
yepe3 CHTO C pa3MEpOM OTBEPCTHi
710 MM

7 | Related substances / PoacTBeHHbIE IPpHMeECH

Remarks : The Product conforms to ND/
ITpumeuanne: IIponykr coorBercTBYeT TpeboBanusam HJL

Opinion : APPROVED
3akimrouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Lo uivsienu. Hposepeno, Pardeep Kuwear Obperu. Menegrep / 'yrosoln rens
Ramakant / Ajay Sharma »

Reprint Date: Reprint Date: Reprint Date:

Hata: 26.06.2023 Jara: 26.06.2023 Hara: 26.06.2023

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
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CEPTUDUKAT AHAJIM3A
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Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxmmna IOunop®, Tabnerku aucnepriupyemslie [ans getei], 100 mr + 125 mr
Batch No / V2301057 Batch Quantlty‘/ 542.360kg
Cepust Ne Pasmep cepun :
Analytical Repc:rt No/ . 890001670499 Date of Analysis / 26.06.2023
AxanuTHueckuit otTuet No : JlaTa aHanm3a:
Date of Manufacture./ May-2023 Date of Expiry / Apr-2028
Jlata npou3BOJCTBA : ["onen no:
Analysis performed according ND / Ananu3 nposeaen no HJI: I1 N011252/02-150323

| Ne | Test / IlokazaTesb

Results / Pe3yabTaTsl

Specification / Hopma

' 'Method 1/ Meron 1

| 4-Aminophenol content /
Onpenenenue coaepxanus
| 4-amuHodeHoNa

0.0004%

[ Method 2 / Meron 2
Ibuprofen and Paracetamol
[ unidentified impurities /
OnpeaeneHue
HenJeHTUhULMPOBAHHBIX
npumeceit ubynpodena u
napaueramosia

0.06%

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

0.06%

4-aminophenol (paracetamol impurity) -
not more than 0.005 %
4-amuHobeHOoN (ripumecs
napaueramorna) - He 6oinee 0,005 %

Any individual unidentified impurity of
ibuprofen or paracetamol - not more
than 0.2 %
EnunuuHas  HenaeHTHQUUMPOBaHHAS
TIpUMECh nbynpodena

rapaueramora - He 6onee 0,2 %

51071

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

Microbial limits* / Mukpo6HoJsioruueckast 4ucTora*®

a) Total aerobic microbial
count / Obluee yucno
a’pobHBIX
MHUKPOOPraHU3MOB

Less than 100 CFU/g /
Menee 100 KOE/r

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

b) Total combined yeasts
and mould count / Ob1ee
YHCIIO APOXCOKEBBIX U

Less than 100 CFU/g/
Memnee 100 KOE/r

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

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: IIponykt coorBeTcTBYET TpeboBanuam HJI 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TToornRieHny: w TTporepsHo. Pardesp Kunim QnuGipenn. Menegaep / PYKOBOOUTC/ID
Ramakant Ajay Sharma &

il
Reprint Date: Reprint Date: Reprint Date:
Hara: 26.06.2023 Jara: 26.06.2023 Hara: 26.06.2023

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
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CEPTUOUKAT AHAJIU3A
Page4 of 6/ Ctp. 4 u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
No6yxnuH IOHI/IOPUO, Tabnetku qucneprupyemsble [ans gereit], 100 mr + 125 mr
Batch No / V2301057 Batch Quantlty'/ 542.360kg
Cepust No : Pasmep cepud :
Analytical Repclrt No/ 890001670499 Date of Analysis / 26.06.2023
AHanutuyeckni otHer Ne Hata ananu3sa: ]
Date of Manufacture./ May-2023 Date of E)fplry/ Apr-2028
Jlata npor3BOICTBA : Fonen jo :
Analysis performed according ND / Ananu3 nposezaes no HJI: I1N011252/02-150323

Test / Iloka3arenn
JIECHEBbIX TPUOOB

| Ne

Results / PesyabTaThl

Specification / Hopma ‘

c) E. coli

Absentin 1 g/
OtcyTtcTBYeT B 1 T

Shall be absentin 1 g/
OrcyTcTBUE B 1 T

9 | Uniformity of dosage units /

O}lHOpOIlHOCTb A03UpOBaHHUSA

Ibuprofen / H6ynpoden

1.5

Paracetamol / [Tapaueramon

1.4

The acceptance value (AV) should be!
not more than 15.0 / Ilokasarens|
npuemnemMoctd (AV) nojpkeH ObITh we |
oonee 15,0 :

The acceptance value (AV) should be
not more than 15.0 / Iloxasatens
npuemieMocTi (AV) nomkeH ObITh He
6onee 15,0

10 | Assay / KosimyecTReHHOE
onpeaeeHue

99.8 mg / 99.8 mr

123.8 mg/ 123.8 Mr

90.0mg to 110.0mg of CiHis02
(ibuprofen) per tablet / Ot 90,0 Mr go
110,0 mr  Ci3Hi302 (ubympoden) B
TabneTke

1125mg to 137.5mg of CsHoNO,
(paracetamol) per tablet / Ot 112,5 mr
1o 137,5 mr CsHoNO, (nmapaueramon) B
TabneTke

11 |Package / YnakoBka

10 tablets in PVC/AI blister.

2

Remarks : The Product conforms to
ITpumeuanne: ITpoayKT COOTBETCTB

ND/
yeT TpeboBannsmM HJL

10 tablets in PVC/AI blister. 1, 2 or 20

Opinion : APPROVED
3axmouenue: OJOGPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
TTuarvruslRHY: ( r]-di ITpousepenv: Pardeep Kuitar Ouvbpenu:. Meregep / Pyrosoautens
Ramakant i / Ajay Sharma @/

Reprint Date: Reprint Date: ] Reprint Date:

Hara: 26.06.2023 Hara: 26.06.2023 Hara: 26.06.2023

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,

‘. ®

’ @ Formulation Unit-6

Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDI1A

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIU3A
Page50f 6/ CTp. S u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yinun FOunop®, Tabnetkn pucneprupyemsie [ans aetei], 100 mr + 125 mr
Batch No / V2301057 Batch Quantity / 542.360kg
Cepns Ne : Pasmep cepun :
Analytical Rep(irt No/ . 890001670499 Date of Analysis / 26.06.2023
AHanuTH4eckui otder Ne : Jara ananusa:
Date of Manufacture./ May-2023 Date of E)fplryf Apr-2028
Jlata npon3BoacTBa : I'onen po :
Analysis performed according ND / Ananu3 nposeaes no HJI: [T N011252/02-150323
| Ne Test / IToka3zaTejb Results / Pe3yabTaThl Specification / Hopma

blisters and patient information |blisters and patient information leaflet
leaflet in a carton. / ITo 10 Tabnerox |in a carton. / ITo 10 Tabnetok B 6mctep
' B Omucrep u3z I[IBX/AL Tlo 2 \u3 TIBX/AL Tlo 1, 2 unn 20 6nucrepoB
OnucTepa BMecTe ¢ HHCTPYKUUeH no | BMecTe c MHCTpYKLMEH 1o
NPUMEHEHHIO B Ia4Ky KapTOHHYIO. | IPUMEHEHHIO B Ma4Ky KapTOHHYIO.

12 |Labeling / MapkupoBka According to ND. / B cootBeTcTBIH (fH)Z[.

13 |Storage conditions / In the original packaging (blister in carton) at temperature below 25 °C. /
| Xpanenue B opuruHanbHo# ynakoske (6McTep B mauke) Npu TEMIIEPATYPE HE BhILIE
' 25 °C.

14 | Shelf life / Cpox ronmoctu |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. / McnbITaHHE POBOAUTCS TOJbKO AJs Kaxa0# 20-i cepuH MJIM JAJS ONHOMH
CepHH B I'ojl, B 3aBUCHMOCTH OT TOr0, 4YTO HACTYNHT paHee. Iloka3aTe/lb MOXKeT OTCYTCTBOBATH B cepTHQHKaTe
aHaJIH3a.

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanne: IIponykt cooTBeTcTBYET TpeboBanusaM HJ{ 3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrorosneno: f)’&—.f IIpoBepeno: Pardeep Kumar Onobpeno: Menengep / Pykorogurens
Ramakant ' 'Xp/ Ajay Sharma !5;

Reprint Date: Reprint Date: Reprint Date:

Hara: 26.06.2023 Hata: 26.06.2023 Jara: 26.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

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

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

Page 6 of 6 / CTp. 6 M3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
U6yxnun IOuuop”, TabneTku ancneprupyemble [ans aeteit], 100 mr + 125 mr

Batch No / V2301057 Batch Quantity / 542.360kg
Cepust Ne : Pa3mep cepuu :

Analytical Repcirt No/ 800001670499 Date of Analysis / 26.06.2023
Ananutudeckuit otdyet Ne : JlaTa aHanu3a:

Date of Manufacture./ May-2023 Date of Expiry / Apr-2028
JlaTa nponu3BOACTEA : ["open mo :

Analysis performed according ND / Ananus nposeaes no HJI: ITN011252/02-150323

API name (INN) /

Haunmenopate A®C (MEH): Ibuprofen / U6ynpoden Paracetamol / [TapaueTtamont
API manufacturer batch number / PIBM230098 5043/22-23
Homep cepuu npouspoautens APC: PammeeE e
FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIuH FEQA00183 FEQAO00169
npousBoauTens ['JID:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & coun?ry/ Limited, India / Conapa DxTuB India / 1lIpu Kpuuina
Mpoussonurens AQC, crpana: ®apma Caiterncus Jlumurten, Unpus | @apmacerotikans Jita., Unnus

Jata: 26.06.2023

Jara: 26.06.2023

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: ITpogyKkT cooTBeTCTBYET TpeboBanusM HJT 3akmouenne: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MaroTornedo: W TTporepenn: Pardeep Kumar Onobpeno: Menengkep / PykosoauTens
Ramakant Ajay Sharma &/

Reprint Date: Reprint Date: Reprint Date:

Hata: 26.06.2023

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
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