Dr.Reddy’s Q'«L.‘

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIN3A

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

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

Page1of 6/ CTp. 143 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
M6y Xmun FOnnop®, Ta6neTkn aucneprupyemsie [as gereii], 100 mr + 125 mr

BatchNo / V2400978 Batch Quantity / 547.5 kg
CepHa No : Pa3mep cepun :

Analytical Repourt No/ 040002560746 Date of Analysis / 25.06.2024
AnaJjuTHyeckuii oTuer No ; Jarta aHanu3za:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JIaTAa npoH3BOACTEA : I'onen g0 :

Analysis performed according ND / Anasu3 mposeged mo HI: T1 N011252/02-150323

No Test / Ilokazareanb

Results / Pe3yabraTbl

Specification / Hopma |

1 _Description / Onucanue

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

score-line on one side and
characteristic odor. /
Kpyrible  HIOCKOUUITUHApPUYECKHE
TaONETKH  pO30BOrO0  LBETa C

BKPAaIVICHUSIMH, ¢ ackol u pHCKOH
Ha OJHON CTOpOHE, C XapaKTepHbIM
3aI1aXxoM.

Pink round flat-faced beveled-edge
tablets with impregnations and a score-
line on one side and characteristic odor./
Kpyrnsie TUIOCKOLIMIIMHAPHUYECKHE
TabJeTKu PO30BOrO LBETa c
BKpaIUIeHUsIMH, ¢ dackoil ¥ puckoii Ha
OJHOM  CTOpOHE, C  XapaKTePHbLIM
3aMaxoM. |

2 |Identification /
HoanauaHOCTEL

Complies as prescribed/
CooTBeTCTBYET

OTIpeneNicHUEY).

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). /
BpeMeHa  ynepXHMBaHHSI ~ OCHOBHBIX
TIMKOB Ha XpoMaTrorpaMme
UCIIBITYEMOro  pacTBOpa  JOJKHBI
COOTBETCTBOBATh BpeMeHaM
YIAEPXKHUBaHUSA MTUKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
o6pasios ubynpodena u napareramona
(pazpmen «KonunyectseHHoe

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpogykr cootBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3axnwuenne: OJJOGPEHO

Hara: 25.06.2024

Hata: 25.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToeneno:-Ranjeet [Iposepeno: Vijay Thakur Onobpeno: Menemkep / Pykosoaires

[’/ 3<,l'/ Manoj Kumar ! ' &!!El?
Reprint Date: Reprint Date: Reprint Date:

Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Sanjara Hills, Hyderabad - 500034, Telangana, india
Tel: +51 40 4900 2900, Fax: +41 40 4300 2999, Email: maii@drreddys.com

CIN. L35135AP1984PLCO04507
www.drrecddvs.com




Dr.Reddy’s ‘,‘:"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Page2 of 6/ CTp. 243 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yxann FOunop®, Tabnerkn aucneprupyemsie [puis aereii], 100 mr + 125 mr

Batch No / 1V2400978 Batch Quantity / 547.5kg
Cepust Ne : Pa3mep cepun :

Analytical Report No/ 040002560746 Date of Analysis / 25.06.2024
AnanuTHyeckKuii oruer Ne : HJarTa ananun3za:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npoM3BOACTEA : ToneH no :

Analysis performed according ND / Ananu3 npoeesed mo HJ/I: 1 N011252/02-150323

Ne | Test / Iloka3aTennb

Results / PesyabTaThl

Specification / Hopma

3 IAverage weight of tablets /
Cpenusis macea Tabj1eTok

|
i Disintegration /
[PacnagaemocTs

N

365.5 mg/ 365.5 mr

Complies/CooTBETCTBYET

357.7 mg to 372.3 mg
(365.0 mg +£2.0 %). /
Ot 357,7 mr go 372,3 mr
(365,0 Mr 2,0 %)

00 min 28 sec/ 00 MuH 28 cex

Not more than 3 min /
He 6onee 3 MuH

5 |Dissolution / PacTrBopenne

99 % to 103 %

99 % to 102%

6 Dispers?bility /
JAucnepcHocTh

Complies / CooTBeTCTBYET

Not less than 70 % (Q) of Ci3HisO:
(ibuprofen) after 30 min / He menee
70 % Q) C13Hi502
(ubynpoden) uepes 30 Mun

Not less than 70 % (Q) of CgHoNO,
(paracetamol) after 30 min / He meHnee
70 % Q CsHoNO;
(raparietamon) uepes 30 MuH '

Uniform suspension passing through the
710 um sieve is formed / Obpa3syercs
OJHOPOJHASA CYCMEeH3Us, MPOXOAsIIAsL
yepe3 CHUTO C pa3MepoM OTBEpCTUH
710 MKM ‘

7 |Related substances / PoacTBeHHBIe NpUMecH

Remarks : The Product conforms

to ND/

Ipumeyanue: [Iponykr cooreTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3akawuenue: OJIOBPEHO

Prepared by / \, Checked by / Approved by: Manager/Executive /
[ToaroToBnenoRanjeet Hpuaelaeu&): Vijay Thakur Onobpeno: Menemxep / PykoBoauyens
| Manoj Kumar '
AR | ]
Reprint Date: Reprint Date: Reprint Date:

Jlarta: 25.06.2024

Hara: 25.06.2024

Jara: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 4C 4500 2929, Email: maii@drregdys.com

CIN: L85195AP1984PLCO04507
wwvi.drreddvs.com




Dr. Reddy's Laboratories [td.
Q..- Formulation Unit-6
9 ® il ‘ . )
Vill. Khol, Nalagarh Road, Badydi,
Dr‘ Reddy 5 - Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Page30of 6/ CTp. 313 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, TabaeTku gucneprapyembre [ais aereii], 100 mr + 125 mr
Batch No / V2400978 Batch Quantity / 547.5 kg
Cepus Ne : Pa3mep cepun :
Analytical Repo‘f’t No/ 040002560746 Date of Analysis / 25.06.2024
AHAIMTHYECKHH oT4ueT Ne @ JaTa anaansa:
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npousBoACTBA : T'ogen go :
Analysis performed according ND / Anannz nposexen mo HJI: [T N011252/02-150323

Ne Test / IlokazaTens Results / Pe3yabTaThl | Specification / Hopma
| Method 1/ Meron 1 0.0002% '4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %
OnpeneneHne coaepkaHus |4-amMmuHOdeHON (npumMechb
4-amuHO(EHONA naparneramona) - He 6onee 0,005 % '
Method 2 / MeTon 2 Any individual unidentified impurity of
Ibuprofen and Paracetamol 0.09% | ibuprofen or paracetamol - not more than |
unidentified impurities / 0.2%
Onpegenexnue Envnuudas  HewAeHTHGULUUPOBAaHHAS
HEeHJeHTH(HHLIIUPOBAHHBIX npuMech ubympodeHa unu
npumeceli ubynpodena u naparneramona - He 6onee 0,2 %
| mapareramosia |
| Total impurities (Method | Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma ! 0.09%
| npumeceii (Meron 1 +
Meron 2)
8 |Microbial limits* / MukpoOHoJiornyeckas YucTOTa*
a) Total aerobic microbial ] NA Not more than 10° CFU/g /
count / Obwiee ymcyo He 6onee 10° KOE/r
a3pobHBIX
MHUKPOOPraHu3MOB
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Iponykr coorBeTcTBYET TpeboBanusm HJJ 3akmouenne: OJOBPEHO
Prepared by / @/ Checked by / Approved by: Manager/Executive /
[Moarorosneno: Ranject Ilposepeno: Vijay Thakur Opobpeno: Menemwxep / Pykosoautesb
C%Q/" Manoj Kumar {M
Reprint Date: Reprint Date: Reprint Date:
Hata: 25.06.2024 Hara: 25.06.2024 Hara: 25.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +61 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreddys.com
CIN-1RST35AP1984P1 CONARNT
www.drrecddvs.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

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

Paged4 of 6/ CTp. 413 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HGykaun FOnunop®, Tabaerku aucneprupyemsie [1as aereii], 100 mr + 125 mr

|[Batch No / V2400978 Batch Quantity / 547.5 ke
Cepus Ne : Pazmep cepun :

Analytical Rep0ft No/ 040002560746 Date of Analysis / 25.06.2024
AHAIHTHYEeCKHH oTueT No : Jdarta ananu3sa:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
Jlara mpoH3BOACTBA : Togen go :

Analysis performed according ND / Auannz nposegen mo H/I: 11 N011252/02-150323

Ne Test / Iloka3zaTenn

Results / Pe3yabTaTht ‘

Specification / Hopma

| b) Total combined yeasts

¢) E. coli

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

' Shall be absentin 1 g /
OtcyrctBue B 1 r

The acceptance value (AV) should be not .’
more than 15.0 / Tloka3zarens
npuemsieMocTH (AV) nomkeH ObITh He
bonee 15,0

The acceptance value (AV) should be not
more than 15.0 / [Ilokasatens
npremyieMocTd (AV) nobkeH ObITh He
6onee 15,0

10
omnpeaeneHne

NA
and mould count / O61uee
YHCJIO OPOXKEBBIX U
TUIECHEBLIX TPHOOB
NA
9 | Uniformity of dosage units / OqHopoaHOCTL JO03HPOBaHUA
Ibuprofen / U6ynpoden T 1.5
Paracetamol / [laparietamon 1.6
Assay / KonnuecTBeHHOe 99.7 mg / 99.7 Mr

124.4 mg/ 124.4 mr

90.0mg to 110.0mg of C;3His02
(ibuprofen) per tablet / Ot 90,0 Mr 10
110,0 mr Ci3HisO; (ubynpoden) B
TabneTke

112.5mg to 137.5mg of CsHoNO:
(paracetamol) per tablet / Ot 112,5 mMr 1o
137,5 mr CgHoNO, (mapaneramoin) B

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTeTCTBYET TpeboBaHusaM HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 25.06.2024

Harta: 25.06.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroTtosneno: Ranjeet Iporepeno: Vijay Thakur Onobpeno: Menemxep / PykoBogirens

Manoj Kumar M
Reprint Date: Reprint Date: : Reprint Date:

Hata: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, indis
Tei: +91 40 49008 2900, Fax: +91 4C 4300 29¢9, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC004507
wwvr.drreddys.com




Dr.Reddy’s Qi‘

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
CEPTHOUKAT AHAJIM3A

Page 5of 6/ CTp. 5u3 6

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

U6yknun FOrunop®, Tabaerku nucneprupyemsie [nis aereii], 100 mr + 125 mr

Batch No / V2400978 Batch Quantity / 547.5 kg
Cepust No : Pa3zmep cepun :

Analytical Report No / 040002560746 Date of Analysis / 25.06.2024
AHAJINTHYECKHId oTyeT No & Jata ananu3a: T
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BojcTBa : Togen no :

Analysis performed according ND / Auaynu3 npoeegen mo HJI: [1 N011252/02-150323

MayKy KapTOHHYIO.

and patient information leaflet in a
carton. / ITo 10 tabnetok B 6mucTep
u3 [IBX/AL Ilo 2 6nuctepa BmMecTe ¢
UHCTPYKIMEH M0 IPUMEHEHHIO B

Ne | Test / ITokasaTens Results / PesyabTaThl Specification / Hopma
| [ TabJyeTke o ,
11 |Package / YnakoBka 10 tablets in PVC/Al blister. 2 blisters | 10 tablets in PVC/AL blister. 1, 2 or 20|

blisters and patient information leaflet in
a carton. / 1o 10 Tabnerok B 6nucrep u3s
MBX/AlL Ilo 1, 2 unn 20 6mucrepos
BMECTE C UHCTPYKLHEH [10 IPUMEHEHHIO
| B Ma4Ky KapTOHHYIO.

12 |Labeling / MapkupoBka

| According to ND. / B cootBeTcTBHM ¢ H]I.

13 |Storage conditions /

XpaHeHue

25 °C.

In the original packaging (blister in carton) at temperature below 25 °C. /
B opurnHansHoO# ynakoBke (baucTep B auke) NpH TEMIEPATYPE HE BBILIE

14 | Shelf life / Cpok rogHocTH

S 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. / McnbITaHME MPOBOIUTCS TOJBLKO AJIs1 Kaxa0ii 20-i cepun WU A1 OXHOM cepHH B
roj, B 3aBHCHMOCTH OT TOr0, YTO HACTYIHT paHee, [lokazaTeas MOXKeT OTCYTCTBOBATh B cepTH(HUKATE aHAIH3A.

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3aknuenue: OJOBPEHO

Prepared by / @

[Toprorosneno: Ranjeet

Checked by /
Hpogepeno: Vijay Thakur

Approved by: Manager/Executive /

Ono6peno: Menemkep / PykosonyTens
Manoj Kumar a g E!!EE

Reprint Date:
Hara: 25.06.2024

Reprint Date:
Hara: 25.06.2024

Reprint Date:
Jlata: 25.06.2024

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei. +61 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddvs.com




Dr.Reddy’s ‘f’:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

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

Vill. Khol, Nalagarh Road, Baddi,
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

Hoyxaun IOnuop®, Taberku Aucneprupyembie s gereii], 100 mr + 125 mr

Batch No / V2400978 Batch Quantity / 5475 kg
Cepus Ne : Pa3zmep cepuu :

Analytical Report No/ 040002560746 Date of Analysis / 25.06.2024
AnaanTu4yeckuii oryer No : JlaTa aHanu3a;

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JarTa npoH3BOACTBA : T'onen 1o :

Analysis performed according ND / Anamu3 nposegen mo H/I: I1 N011252/02-150323

APIname (INN)/

Hamnmenosanmne ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / Ilapauieramon
API manufacturer batch number / PIBM230465 APAPE2024030206
Homep cepuu npouspoautesas APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTraHIIMH FERAQ0051 FERA00220

npousBoanTens I'JIP:

API Manufactured by & country /
Hpounspogutens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DKTHB
®apma Caitencus Jlumuren, Unaus

Granules India Ltd., India /
I'panynec Unaud JIta., Unnus

Remarks : The Product conforms to ND/

Ilpameuanue: [Iponyxr coorBercTByeT TpeboBaHusm HIJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / CQ Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: Ranjeet IIpoBepeHo: Vijzl)\/ Thakur Onobpeno: Menemxkep / Pykosopirensb
I N Manoj Kumar
O : @ggf_
Reprint Date: Reprint Date: Reprint Date:
Hata: 25.06.2024 Hara: 25.06.2024 Hara: 25.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +61 40 4900 2900, Fax: +91 4C 4300 2999, Email: maii@drraddys.com

CIM: LeS1ubAiusarLeouasyy
www.drreddvs.com



