Dr. Reddy’s Q':’

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

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Page1of 6/Ctp. 1136

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
Noyxann FOHuop®, TabaeTku gucneprupyemoie [ais gereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepust Ne : M Pazmep cepuu : 1500000.0 Tab
Analytical RCPO}‘t No/ 040002757809 Date of Analysis / 17.12.2024
AHaJIUTHYECKHI oTueT N : JlaTa aHan3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA : T'onen go :

Analysis performed according ND / Anasu3 nposeger no HJI: JIIT-Ne(004427)-( PI'-RU)-260124

Ne Test / IloxazaTeanb

Results / PesynbTaThl

Specification / Hopma

1 | Description / Onucanue

Identification /
IMoamuHOCTH

;Pink round flat-faced beveled-edge
tablets with impregnations and a
|score-line on one side and
| characteristic odor. /
iprFHbIe ILUTOCKOLMITHHAPHYECKHUE
|TabieTkM  po30BOTO  LBeTa €
| BKPAMICHHSIMH, C (ackoil u puckoit
| Ha OJIHOM CTOPOHE, C XapaKTEPHBIM

3araxom.

Complies as prescribed/
CoOTBETCTBYET

Pink round flat-faced beveled-&lge tablets
with impregnations and a score-line on one
side and characteristic odor./ Kpyrnsie

TUTOCKOLMITHHAPHHECKUE TabneTku
PO30BOrO LIBETa C BKpAIJIEHUAMH, C dackoi
M pHCKO Ha OIHOH CTOpPOHE, C|

XapaKTCPHBIM 3alaxoM.

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
| yoep>xkviBaHHsT ~ OCHOBHBIX ~ IIMKOB  Ha
| XpOMATorpaMme HCIBITYeMOro pacTBopa
JO/DKHBEI ~ COOTBETCTBOBAaTb  BPEMEHAM
yIep)KMBaHUs MHKOB HA XpOMaTorpamme
pacTBOpa CTaAHJAPTHBIX 00pa3Los
ubynpodena u napaueramona (pasien
«Konu4ecTBeHHOE OIpEETICHHE).

Remarks: The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusam H/I

Opinion: APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IMoarorosieno: Santosh Kumar
Maurya

Checked by /
IlpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautenb

Pavan Kumar Sharma /..

Reprint Date:
Hata: 17.12.2024

Reprint Date: T

Jara: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Registered Office: 8-2-337, Raad No. 3, Banjara Hills, Hyderabad - 560034, Telangane, India
Tel. +91 404900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85135A4P1984PLLC0O04507
www.direddys.com




Dr.Reddy’s ":

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
CEPTHO®UKAT AHAJIN3A

Page2 of 6/ CTp. 2 u3 6

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

Noykann FOnuop®, Tabnerku aucneprupyembie [aus aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepnst Ne : M Pa3mep cepuu : 1500000.0 Tab
Analytical Report No/ 040002757809 Date of Analysis / 17.12.2024
AHanuTnyeckui oTyer No : JlaTa ananusa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npon3BOACTBA : I'ogen go :

Analysis performed according ND / Ananu3s nposeaed no HJI: JITT-Ne(004427)-(PI-RU)-260124

Ne Test / Iloka3aTeanb

T

! Results / Pe3yabTaThl

[ Specification / Hopma !

|
/ Cpeansist macca

TabaeTox

3 | Average weight of tablets |

362.6 mg/ 362.6 Mmr

Complies/CoOoTBETCTBYET

4 Fisintegration /
PacnagaemocThb

00 min 45 sec / 00 MuH 45 cex

357.7 mg to 372.3 mg
(365.0 mg + 2.0 %). /
Ot 357,77 mMr Ji (o) 372,3 mr
(365,0 Mr £+ 2,0 %)
Not more than 3 min /

He 6onee 3 MuH

5 | Dissolution /
PacrBopenne

98 % to 102%

99 % to 101 %

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

(ubynpoden) uepes 30 MuH
[Not less than 70 % (Q) of C8HINO2

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

(mapaneramon) uepe3 30 MHH

6 |Dispersibility /
JducnepcHocTh

Complies / CooTBeTCTBYET

Uniform suspension passing through the|
710 um sieve is formed / O6pasyercs
ONHOPOAHAs ~ CYCMNEH3Ws,  MPOXOAsuias
yepes CUTO ¢ pasMepoM OTBepCTHH 710 MKkM

7 |Related substances / PoacTeenHble TpUMeECH

Remarks: The Product conforms to ND/
IMpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBanusM H/J

Opinion: APPROVED
3akmouyenne: OJJOBPEHO

Prepared by /

Maurya

@

IToprorosneno: Santosh Kumar

Checked by /
[Iposepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykesomutens
Pavan Kumar Sharma  ~{-.

Reprint Date:
Hara: 17.12.2024

Reprint Date:
Jarta: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel. +91 40 4900 2900, Fax: +51 40 4300 2999, Email: maii@drraddys.com

CIN: L85135AP1984PLCO04507

wyavw direddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
| MOyxanH FOnnop®, Ta6nerkn aucneprupyembie [1s gerei], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusi Ne : 2402601 Pa3mep cepun : 1500000.0 Tad
Analytical Repo:‘t No/ 040002757809 Date of Analysis / 17.12.2024
AHaauTHYecKH i oTyer No : Jdara ananusa:

|Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JaTa npon3BoACTBa : | I'open no :

Analysis performed according ND / Ananus nposenen no HJI: JIT-Ne(004427)-(PT-RU)-260124

—_

| Specification / Hopma |

Ne Test / Iloka3aTenb Results / PesynbTaThl :
Method 1/ Meton 1 4 aminophenol (paracetamol impurity) - not |
4-Aminophenol content / 0.0004 % 'more than 0.005 %
2zﬁiﬂ:3£::§nc;ﬂepKaHﬂﬂ 4-amuHodeHoN (puMech NapaneTamona) -
| |He 6onee 0,005 %

'Method 2 / Metog 2 'Any individual unidentified impurity of
| Determination of Below BDL (BDL=0.05 %) / Hinke | ibuprofen or paracetamol - not more than

| : Ibgproff:n anfi Para.c.etamol fopora perucTpaLdm 0.2 %
unidentified impurities / E bHUMpOBaHHas
Onpe,ueneHHe (HP :0.05%) | JUHHUYHas HEHUACHTH uap
| mpuMeck HOynpodeHa UM NapalneTamona - |
HeHJeHTU (U POBAHHBIX
. He 6onee 0,2 %

npumeceit ubynpodeHa u ‘

napaueTamoa ! .
Total impurities (Method 'Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma 0.0004% \

npumeceit (Merton 1 +

Mertoz 2)

Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanue: [IpoaykT cooTBeTcTBYET TpebosanusaM HJI 3akiouenue: OJJOBPEHO

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

[MToarotorneno: Santosh Kumar | Ilposepeno: Pardeep Kumar Onobpeno: Menemxep / P}hOBOﬂ,I!TEJIb

Maurya ﬁ E Pavan Kumar Sharma = <77 >

Reprint Date: Reprint Date: Reprint Date: o

Jara: 17.12.2024 Hata: 17.12.2024 Jata: 17.12.2024

Registered Office: 8-2-337, Road No, 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Mol #6140 4800 2800, Faxn 401 40 4900 2999, Ernail: maii@drraddys.com
CI: L35195AP1934PLC004507
weandrreddys.com




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Dr. Reddy's Labaratories [td.
Formulation Unit-6 .
Vill. khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 491 98166 56001-02
www.drreddys.com
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Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
NovkauH IOunop®, TabneTkn Aucneprupyembie [1s aereii], 100 mr + 125 mr

Batch No/ Batch Quantity / 1500000.0 tab /
Cepus Ne : NEAIZ00 Pa3smep cepun : 1500000.0 Tab
Analytical Repoz‘t No/ 040002757809 Date of Analysis / 17.12.2024
AHaMuTHYeCKHH oTuyeT No : JlaTa aHanu3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA : I'onen g0 :

Analysis performed according ND / Anasnu3 nposenen mo HJ: JIIT-Ne(004427)-(PI'-RU)-260124

Ne Test / IToka3arein

8 |Microbial limits* / Mukpobuonornyeckas yucrora*

Results / PesyabTatnl

Specification / Hopma

count / Obuiee ynciIo
a>poOHBIX
MHUKPOOPraHU3MOB

a) Total aerobic microbial

NA Not

|b) Total combined yeasts

YHCI0 JPOXKEBBIX U
TJIECHEBBIX IPHOOB

and mould count / O61ee

NA Not
He 6onee 102 KOE/r

more than 103 CFU/g /
He 6onee 103 KOE/r
more than 102 CFU/g /

¢) E. coli

NA Shall be
OrcytctBue B I r |

absent in lg /

9 Uniformity of dosage units / ORHOPOAHOCTb 03UPOBAHHUS

_ |

Ibuprofen / U6ynpoden

Paracetamol /
[Tapaueramon

1.1 The acceptance value (AV) should be not |

more  than 150 /
npuemneMocTd (AV) JomkKeH OBITh He
6onee 15,0

1.1 The acceptance value (AV) should be not
more  than 15.0 /
npuemneMoctd (AV) gnomxeH OblTh He
bonee 15,0

[lokazatens

TTokaszarens

Remarks: The Product conforms to ND/
Ipumeuanne: [TponykT cooTBeTcTBYeT TpeboBanusM HJI

Opinion: APPROVED
Zaxarwuenune: OJOBPEHO

Prepared by /

Maurya

Checked by /

TToarotorneno: Santosh Kumar | Ilpoepeno: Pardeep Kumar

=

Approved by: Manager/Executive /
Onobpeno: Menekep / PyRoBoanTens
Pavan Kumar Sharma -;;_ﬂfﬂ,___

Reprint Date:
Hara: 17.12.2024

Reprint Date:
Harta: 17.12.2024

Reprint Date:
Jara: 17.12.2024

Registerad Office: 8-2-337, Road No. 2, Banjare Hills, Hyderabad - 500034, Telangana, India
- . o Sarce o . - - B ‘
fel P01 40 4500 2960, Fax: +41 40 4900 2999, Email: mait@drreddvs.com

54P1SS4PLCO04507
wandireddys.com




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

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

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

Page 50f6/Ctp. 5u3 6

Product: Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykann FOnnop®, Tabaerkn aucneprupyemsbie [nis gereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepusi Ne : V240260 Pa3mep cepun : 1500000.0 Tab
Analytical Report No/ 040002757809 Date of Analysis / 17.12.2024
AHamMTHYeCKHN oTyeT No ; JlaTa ananusa:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa npou3BOACTBA : Togen 1o :

Analysis performed according ND / Ananu3 npoeegen mo HJI: JITT-Ne(004427)-(PI™-RU)-260124

Test / IlokazaTean

Results / Pe3yibTaThl

=

Assay / KonnyecTBenHOe
onpejaeleHne

98.4 mg / 98.4 mMr

Specification / Hopma

900mg to 110.0mg of CI13HI802
(ibuprofen) per tablet / Or 90,0 Mr no

110,0 mr CI3H1802 (ubynpoden) B
TabyeTke
123.1 mg/ 123.1 mMr 112.5mg to 137.5mg of C8HINO2

(paracetamol) per tablet / Ot 112,5 Mr 5o
137,5uMr C8HINO2 (mapauetamon) B
tabnetke

11 | Package / YnakoBska

N0  NPUMEHEHHIO B
KapTOHHYIO.

10 tablets in PVC/Al blister. 2
blisters and patient information
leaflet in a carton. / [To 10 Tabnerok
B Omucrep u3 I[IBX/Al Ilo 2
6ucTepa BMECT€ € HMHCTPYKUUEH
Ma4yKy

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in a
carton. / ITo 10 tabnerox B OiHCTEp M3
IMBX/Al. ITo 1, 2 wu 20 6nucTepoB BMECTE
C MHCTPYKIIHEH MO MPUMEHEHHIO B [AUKy
KapTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B cootsetcteun ¢ HJL.

13 | Storage conditions /

In the original packaging (blister in carton) at temperature below 25°C. /

Xpanenune | B opuruHanbHoi ynakoske (6ucTep B mayke) npy TeMnepatype He Beiie 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
TOAHOCTH

Remarks: The Product conforms to ND/
Mpumeyanue: [IpoaykT coorBercTByeT Tpebopanusam HJI

Opinion: APPROVED
3axmouenune: OJJOBPEHO

Prepared by /
IMToagrorosneno: Santosh Kumar
Maurya /

Checked by /
IIporepeno: Pardeep Kumar

-

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoautesis

Pavan Kumar Sharma ..
fme—

Reprint Date:
Jara: 17.12.2024

Reprint Date:

Jara: 17.12.2024

Reprint Date:
Hara: 17.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +G1 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLLCD0O4507

wiwvrdrreddys.com




Dr.Reddy’s Q;

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND!A
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

H6ykann FOnnop®, Tabaerkn gucneprupyemsie [ast aereii], 100 mr + 125 mr

Batch No / Batch Quantity / 1500000.0 tab /
Cepus Ne : V220260 Pasmep cepud : 1500000.0 Tab
Analytical Repo\rt No/ 040002757809 Date of Analysis / 17.12.2024
AnanuTHUecKuii oTueT Ne : JlaTa anaan3a:

Date of Manufacture / 11/2024 Date of Expiry / 10/2029

JlaTa N1pou3BOACTBA : TI'open 1o :

Analysis performed according ND / Anasnus nposeged mo HJI: JITT-No(004427)-( PI'-RU)-260124

* 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. / McnpiTanHe IPOBOAUTCS TOIBLKO JJIsl Kaxaoi 20-i cepuu Wi aas
OHO#i CepHH B r0j, B 3aBHCHMOCTH OT TOro, YTO HACTymHT pasee. IlokasaTeslb MOXET OTCYTCTBOBATL B

cemel)nKaTe AHAJ/IH3a MPOU3BOAUTEJIS.

API name (INN) /
Haumenopanue AODC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / TTapauetamon

API manufacturer batch number /
Homep cepun npoussogurens ADC:

1201/23/A-0581

APAP/24091293

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIuu
npoussoautens I'JID:

FEQAO00086

FERA(0538

API Manufactured by & country /
IIpouszBoautens A®C, cTpana:

IOL Chemicals and Pharmaceuticals
Limited, India / MOJI Kemuxanc sHI
®dapmacerotikaic Jlumuten, Munus

Granules India Ltd., India /
I'panynec Uupus JIta., Mnaus

Remarks: The Product conforms to ND/

ITpumeuanue: ITponykr cooTBeTCTBYET TpeboBaHusaM HJI

Opinion: APPROVED
3akiouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Santosh Kumar | IIposepeno: Pardeep Kumar Onobpeno: Menemxkep / Pykosoaureb
Maurya 7 { Pavan Kumar Sharma f G
Reprint Date: Reprint Date: Reprint Date: -

Jara: 17.12.2024 Jara: 17.12.2024 Hata: 17.12.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +S1 40 4900 2900, Fax: +91 40 4900 2929, Email: maii@drreddys.com

CIN: L85195AP1984PLCD04507
www.direddys.com




