Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

Pagelof 6/ CTp. 113 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg -+ 125 mg
W6yknun 0unop®, Tabnerkn nucneprupyemsle [ans aereii], 100 mr + 125 mr

Batch Quantity /

1500000.0 tab /

Batch No /

Cepnst Ne : et S Pa3mep CepHH : 1500000.0 Tab
Analytical Repol't No/ 040002669967 Date of Analysis / 30.09.2024
AHAaNTHTHYeCKA 0TdeT Nt :  JaTa anasmsa:

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

JlaTa npon3BOACTBA : I'onen 10 :

Analysis performed according ND / Anasiu3 npobexer mo HJI: JITT-Ne(004427)-(PI" -RU)-260124 _ 0

Results / PesyabTaTel

Ne | Test / IToka3aTeanb

|

Specification / Hopma

1 [Description / Onucanune |Pink round flat-faced beveled-edge
tablets with impregnations and a
fscore-line on one side and
characteristic odor. /
Kpyriable MIocKOUHTHHAPHUECKHE
| Tabnerkn  po3oBOTO  UBETA C|
| BRpanrennamu, ¢ hackod n puckoH
| Ha OJIHOM CTOPORE, C XapPAKTEPHBIM
3amnaxomM.

~ Complies as prescribed/
CooTBeTcTBYET

Identification /
TMopIHHHOCTE

Pink round flat-faced beveled-edge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrneie
MIOCKOUUIIMHAPHYECKIE Tabnerxyn
pO30BOTO LBETA C BKPAIISHUSIMH, ¢ dackod
W puckoH Ha OAHOW CTOpoHe, ¢/
XapaKTEPHbIM 3aTIaX0M.

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 refercnce standards
solution (Assay section). / Bpemena
yHCPXKUBAHUS ~ OCHOBHBIX ~ THKOB  Ha
XpoMarorpamMme HCIIbITYEMOTO pacTBOpa
IO/DKHBI  COOTBETCTBOBaTb  BPeMEHaMm
YIepKUBAHUS THKOB Ha XpomaTOrpaMMe
pacTsopa CTaHIAPTHBIX obpasiioB
ubynpodena u napaueraMona (pasfen
«KONHYECTBERHOE OlIpEAENIEHHE).

Remarks: The Product conforms to ND/
TIpumeuanne: IIpoaykt cooTseTcTBYeT TpeboBauusm H]J

Opinion: APPROVED
3akiovenne: QJJOBPEHO

Prepared by / Checked by /
TNMoarorosneno: Santosh E TIposepeno: Pawan Kumar

Kumar Maurya e

Approved by: Manager/Executive /
Ognobpeno: Menemxep / PykoBoautenk

Amit Kumar {Xc”'?

Reprint Date:
Hata: 30.09.2024

Reprint Date:
Jara: 30.09.2024

Reprint Date:
Jlara: 30.09.2024

Tel: +61 4G 4900 2900, Fay.: +91 40 4900 2299, Email:
CIN: LE5135AP1984PLCONIS0Y
www.doeddysaun

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, T

maiisirredd




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

Page2of 6 /CTp. 213 6

Pma—{lct: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg

Hoyxue H0unop®, Tabrerkn aucneprupyempie [uis aereit], 100 mr + 125 mr

BatchNo/ V2401962 Batch Quantity / 1500000.0 tab /
|Cepma No : Pa3mep cepHu : 1500000.0 Tab
Analytical cho:'t No/ 040002669967 Date of Analysis / 30.09.2024
AnaJiTuyecknit oryer Ne: | Jdata anaan3a:

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

JIaTA npoM3BOACTEA : T'ogen o :

Analysis performed according ND / Anaan3 nposesen o HIG: JITT-Ne(004427)-(PT-RU)-260124

- Ne —[ Test / Tlokasarens Results / Pe3yabTaThI Specification / Hopma
3 |Average weigﬁt of tablets | 365.3 mg/ 365.3 Mr 357.7 mg to 372.3 mE
/ CpengHsst Macca L (365.0 mg + 2.0 %). /
Ta0./1eToK ol Sy STy T Ot 357,7 mr J0 372,3 mr
(365,0 mr £ 2,0 %)
4 |Disintegration / D min 21 sec/ 01 man 21 cex | Not more than 3 min /
|Pacnagaemocts He 6onee 3 muu |

5 | Dissolution /
Pacreopenne

6 |Dispersibility /
JMcnepcHocTb

100 % to 103%

98 % to 100%

'Not less than 70 % (Q) of C13HIZOZ|
(ibuprofen) after 30 min / He meHee 70 %
(Q C13H1802

(ubynpoden) uepes 30 MHH
| .
[Not less than 70 % (Q) of C8HONO2

| (paracetamol) after 30 min / He menee 70 %
Q) C8HINO2

(napaueramout) yepe3 30 MHH

Complies / CooTBeTCTBYET

"7 | Related substances / PoncTeentbie IpuMecu

Uniform suspension passing through the
710 pm sieve is formed / OG6pasyercs
OFHOpPOAHAs  CYCMEH3Hs,  MpOoxoasias
9epes CHTOo © pa3Mep0M omepcmn 710 MkM

Remarks: The Product conforms to ND/
Tpumeyanne: [lpoaykr coorBeTcTByeT Tpebopannam HJT

Opinicn: APPROVED
Zaxmouenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Santosh ITposepeno: Pawan Kumar Opobpero: Menemxep / Pyxosomnem,
Kumar Maur, i Amit Kumar

g A — i
Reprint Date: Reprint Date: : Reprint Date:
JMaTa: 30.09.2024 Hara: 30.09.2024 Jlara: 30.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanzan:

. Inwiiz

Tel: +51 40 49G0 2900, Fax: +91 40 4900 2999, Eranil: maiiddrraddys.aam
CING LES LYSAPLYBAPLCUNASO »

wwiv.direddys.com




Dr.Reddy’s Q'-:-' iy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3 of 6/ Crp.3u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
K6y knun FOuinop®, rabaern gucneprupyemsie [us aereii], 100 mr+ 125 mr
Batch No / Batch Quantity/  |1500000.0 tab /
Cepnsi Ne : N2 0062 Pa3mep cepuu : 1500000.0 Tab
Analytical Repovrt No/ 040002669967 Datc of Analysis / 30.09.2024
AHnajuTHuyeckHii oruyer No ; JlaTa anaJjm3a: a0
Date of Manufacture / 09/2024 Date of Expiry / 08/2029
JlaTa npou3BoACTBAa : Togen Jo :
Analysis performed according ND / Awanus nposenen mo HJI: JITT-Ne(004427)-(PI-RU)-260124
| Ne Test / Doxasaren, Results / PesyabraThl Specification / Hopma |
|' Method 1/ Meroj 1 iy 4-aminophenol (pa;acetamol impurity) - not|
4-Aminophenol content / 0.0003% more than 0.005 %
‘?np e,qeneljlae S pIkalt] 4-amuHOdeHON (MpUMech napaleTaMona) -
-amuHodetona e 6onee 0,005 %
Method 2 / Merog 2 |Any individual unidentified impurity of
a Determination of 0.06 % ibuprofen or paracetamol - not more than
Ibuprofen and Paracetamol 02%
gmdent]_ﬁed g Eannnyuas HEeHAeHTHQHUHPOBAHHANA
A SUEIES npuMech uoympodeHa unu napauetaMmona -
HENJEHTUPHUNPOBAHHBIX | o
- He Bonee 0,2 %
npumeceil nbynpodena u
| napaueramona ol
Total impurities (Method 0.06 % Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma
npumecett (Metog 1 +
Meron 2)

g |Microbial limits* / MuxpoGHonoriseckas YHeToTa* __|
a) Total aerobic microbial ~  NA - Not  more  than 103 CFU/g /|
count / Obuiee uncno He 6onee 103 KOE/r
a3pobHbBIX
MHKPOOPTaHH3MOB

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ilpemeganne: [TponyxT cooTsetcTBYeT Tpebosanusm HJ 3axnwyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotossero: Santosh IIpoBepexo: Pawan Kumar Onobpeno: Menemkep / Pykosonutens
Kumar Maurya @’) Amit Kumar /\cf}’ -

Reprint Date: Reprint Date: Reprint Date:

Hara: 30.09.2024 Jata: 30.09.2024 Jara: 30.09.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 50002
Tel: +61 40 4960 2900, Fax: 491 40 4900 2999, Eraail: maii 2
CIN: LOS125AT LIBARLCORAS07
www.drreddys.com




Dr.Reddy’s €3¢ e

CERTIFICATE OF ANALYSIS

CEPTUGHUKAT AHAJIU3A
Paged4 of 6/ CTp. 4 13 6
Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Ubyrann FOrnop®, Tabnerku aucneprapyemsie [aas gereii], 100 mr+ 125 mr
Batch No / V2401962 Batch Quantity / 1500000.0 tab /
Cepust Ne : Paszmep cepuH ¢ 1500000.0 Tab
Analytical Repoz‘t No/ 040002669967 Date of Analysis/ |, 0.09.2024
AnaJuTHdecknii oTyer Ne : Jara anannsa:
Date of Manufacture / 09/2024 Date of Expiry / 08/2029
aTa HPOU3BOACTBA : Coxen a0 :
Analysis performed according ND / Ananuz nposeses no HJL: JITI-Ne(004427)-(PI'-RU)-260124
Ne |  Test/Ilokazarens Results / PeBlebT_aTbl Specification / Hopma
' | b) Total combined yeasts . “NA Not  more than 102 CF Ulg /
and mould count / O6uwee He Gonee 102 KOE/r [
4YUCIIO APOMNOKEBRIX M '
nJieCHeBbIX rpuboB
'c) E. coli o NA Shall be absent in lg /
’| lOTcyTCTBl’[C Blr .
9 | Uniformity of dosage units / OnHOponHOCTS HO3HPOBAHUS = I
Ibuprofen / U6ynpoden 0.8 The acceptance value (AV) should be not
more  than 150 /  Tlokasaresns
npuemneMocTd (AV) pomkeH ObiTb He
6onee 15,0
Paracetamo} / i 0.8 The acceptance value (AV) should be not
[Tapaueramon more  than 150 /  TIloxasarens
npuemneMoctd (AV) pomxken OblTh He
6onee 15,0
10 | Assay / KonnyecrBenHoe 100.0 mg/ 100.0 mr 90.0mg to 110.0mg of C13H1802
onpeneleHHe (ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr CI3H1802 (uOyopodeu) B8
Tabnerke
123.4 mg/ 123.4 mr 112.5mg to 137.5mg of C8HINO2
| e ] (paracetamol) per tablet / Or 112,5 Mr 1o
Remarks: The Product conforms to ND/ Opinion: APPROVED o
ITpumeuanwe: ITpoaykr coorBercrByer TpeboBanusam HJI 3axnrouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Togrotoenero: Santosh ITpoeepeno: Pawan Kumar Onobpeno: Menemxep / Perg_:aomn‘ens
Kumar Maurya L%\ Amit Kumar X 2
Reprint Date: Reprint Date: ' Reprint Date:
Iata: 30.09.2024 Jara: 30.09.2024 Hara: 30.09.2024
Registered Office: 8-2-337, Road No, 2, Banjara Hills, Hyaerabad - 50¢ In

Tel: +91 40 49G0 2900, Fay: +91 40 1200 2929, Email: maiistdered
CHYL LR SSSAP LaZ:) FLCOGAGT
weeessdrrodaya.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTHU3A

Page50f6/Crp. 513 6

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

Hiveann FOunop®, Tabnersku gucneprupyemsic [as gereit], 100 mr + 125 mr

Batch No / V2401962 Batch Quantity / 1500000.0 tab /

[Cepra Ne : Pazmep cepud : 1500000.0 Tab6

| Analytical Report No / 040002669967 Date of Analysis/ |55 19 5004
AHajsuTHYecKHi oTuer No: ata aHann3a: =5 _ o il
Date of Manufacture / 09/2024 Date of Expiry / 08/2029

JIaTa mpoM3BOACTBA : I'opex o :

Analysis performed according ND / Ananus npoBejeH no o HII: 11~ IT1-Ne(004427)- (PT-RU)-260124

.N‘o ! Test/l'[oxa?.nenb | a __Re_sults/Pesyana'rbl |Spec1fcat10n/ Hopma
N ' T 137,5mr  C8HY9NO2 (mapaueramon) B
[ TabneTke
_IIFPackage/ Ynakoerka 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. / [1o 10 Tabnetok | carton. / ITo 10 Tabnerok B Gincrep n3

| _ B Gnuctep w3 [IBX/AL I[lo 2|[IBX/ALTIo 1, 2 unu 20 6niuctepoB BMeCTe
GmicTepa BMECTE C HHCTPYKLMEH |C MHCTPYKUKEH NO NMPUMEHEHHIO B MaYKy

0  NpPUMEHEHHHO B  NAa4Ky | KAPTOHHYIO.

KAPTOHHYIO.

12 |Labeling / Mapkuposka |According to ND. /B coorserctauu ¢ HI.

|

13 | Storage conditions / In the original packaging (blister in carton) at temperature below 25°C. /| :
Xpanenwne B opurrHaibHo# ynakoske (6ncTep B nauke) npu TeMneparype He Boiie 25 °C. | ‘

14 | Shelf life / Cpok S years/ 5 ner |
rOJHOCTH Ll

* 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. / McnuITanne npoBOAHTCA TOABKO A5t Kauoii 20-# cepun WM ANA

Oﬂlloﬁ CepHH B roj, B 3aBHCHMOCTH OT TOI0, YTO HACTYNHT PpaHEE. TTokasaTesib MOXKeT OTCYTCTBOBATL
cepnidmlca're AHAJIA3a NPON3BOAHTEA.

B

Remarks: The Product conforms to ND/ Opinion: APPROVED

TIpumedanne: [Iponyxrt coorsercryer Tpebosannam HII Saxmouenune: OJJOSPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosnexo: Santosh @ ITposepexo: Pawan Kumar Onobpeno: Menemkep ."'LT:_YKOB(JI[HTGJIL
Kumar Maurya & /.\)—L__ Amit Kumar (\_,_x g

Reprint Date: Reprint Date: Repont Date:
Hata: 30.09.2024 Hata: 30.09.2024 Hara: 30.09.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50003, 1elansans, ndiz
Tel: +51 40 49060 2900, Fax: +91 40 4900 2999, Ernail: maiidrraddys com
CIN: L85195AP1984PLCDOASDTY
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page 6 of 6/ CTp. 6 u13 6

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

Hoykaun FOunop®, Tabnersu aucneprupyemsie [ana aeveii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /

Cepua No: N Pa3zmep cepu : 1500000.0 Tab

Analytical Report No / 040002669967 Date of Analysis / 30.09.2024
AnanuTityecknii oryer No : Hata amaamsa: |~ =
Date of Manufacture / 09/2024 Date of Expiry/ 08/2029

JaTa npou3BoacTBa : Tonen 10 :

Analysis performed according ND / Anajus nposesen no H/I: JIT1-Ne(004427)-(PI"-RU)-260124

API name (INN) /
Hanmenosanne AO®C (MHH):

Ibuprofen / H6ynpodex

Paracetamol / [lapaueTamout

Homep cepnu cyGcTaHIAY
nponipoguTens IJIP:

APL manufacturer batch number / PIBM240099, PIBM240102 APAP/24040591
Homep cepun nponzsoauteis APC:
FP Manufacturer API Batch number /

FERA00384, FERA00405 FERA00433

API Manufactured by & country/
Hponspogutens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB

dapma Caitencus Jinmuren, Uunus

Granules India Ltd., India /
Ipanynec Uupus JIta., Muaus

Remarks: The Product conforms to ND/

Ipumeuanne: [ponykt coorsercTByeT TpeGoBauuam HI

Opinion: APPROVED
3axnwouenne: OJJOBPEHO

Prepared by /
INoaroroBnerno: Santosh
Kumar Maurya

&

Checked by /
[porepeno: Pawan Kumar

—

Approved by: Manager/Executive /
OnoGpeno: Menemkep / PykoBoLHTeIb
Amit Kumar

s

Reprint Date:
Jlata: 30.09.2024

Reprint Date:
Hara: 30.09.2024

Reprint Date:
ITara: 30.09.2024

Registered Office: 8-z-327, Road No. 3, Banjaia Hills, Hyderabad - 50605
Tel: +S1 40 4960 2900, Fax: +91 40 4900 2999, Ei

CliN: L35195AF1984PLCO%
wivwLditeauys.eom
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