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

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

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIMU3A

Page1of 6/ Ctp. 113 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOnnop®, Tabaerku aucneprupyemble [aas gereii], 100 mr + 125 mr

Batch No / V2401110 Batch Quantity / 5475 kg
Cepus Ne : Pa3zmep cepuu :

Analytical Report No/ 040002573332 Date of Analysis / 26.06.2024
AHaXuTHYeCKHii oT4eT No : Jara ananusa:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTa npou3BoAcTBAa : T'ogen o :

Analysis performed according ND / Anasus nposeaen mo HJI: [T N011252/02-150323

Ne Test / ITokazaTean

Results / PesynbTaThl Specification / Hopma

1 :Description / Onucanue

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

score-line  on one side and|line on one side and characteristic odor./
characteristic odor. /| Kpyrnsie NJIOCKOLMIIMHAPUUECCKUE
Kpyrnele MIOCKOUMIMHEAPHUECKHE | TabIeTKU PO30BOr0 BeTa c
TabNeTKH  PO30BOrO  IIBETA  C|BKparuieHHsIMH, C (acKoil U pHCKOH Ha

BKpaIJICHHsIMH, ¢ (ackolt U pucKkoii | omHOU
Ha OJIHOH CTOpOHE, C XapaKTEpPHBIM | 3aMaXoM.
3alaxoM. |

CTOpOHE, C  XapaKTepHbIM

Identification /
IogaunnocTn

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  yHmepXWBaHHS  OCHOBHBIX
UKOB Ha XpomMaTorpamme
HCHILITYEMOrO  pacTBopa  JOJIKHBI
COOTBETCTBOBATh BpeMeHaM
yIAEpXKUBAHHUS IMKOB Ha
XpoMaTorpaMMe pacTBopa CTaHAAPTHBIX
o6pazuoB ubymnpodeHa u napareramosna
(pazzen «KonnuectreHHOE
OTpe/ieIEHNE).

Complies as prescribed/
CoOTBeTCTBYET

Remarks : The Product conforms to ND/
Ilpumeuanue: IIponykT coorBeTcTByeT TpeboBaniam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
INoarorosneHo: Ankit A

- [IpoBepeHo: Ranjeet

Checked by / Approved by: Manager/Executive /
Ono6pero: Menemkep / PykoBoanTes

Manoj Kumar
I

Reprint Date:
Jata: 26.06.2024

Reprint Date:
Hara: 26.06.2024

Reprint Date:
Jara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, india
Tel: +91 40 4500 2300, Fax: +51 40 4300 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLCC04507
www.drreddys.com




Dr. Reddy's Laboratories Lid.
o @ Formulation Unit-6
Dr. Reddy’s ... Viil. Khol, Nalagarh Road, Baddi,
- Distt. Solan, H.P,, 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page2 of 6/ CTp. 2 M3 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6yknnn FOanop®, Tabnerku aucneprupyemsie [nis gereii], 100 mr + 125 mr
Batch No / V2401110 Batch Quantity / 547.5 kg
Cepust Ne : Pa3smep cepun :
Analytical Repo‘}'t No/ 040002573332 Date of Analysis / 26.06.2024
Aunanutayeckuii orTuet Ne : JlaTa aHau3a:
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTa npoH3BOACTBA : I'onen no :
Analysis performed according ND / Ananu3 nposeaen no HJ: I1N011252/02-150323
No Test / Iloka3zatenn Results / PesynabTaThl Specification / Hopma
3 | Average weight of tablets / 365.6 mg/ 365.6 Mmr 357.7 mg to 372.3 mg
Cpennsas Mmacca TabjieTok Complies/COOTBETCTRYET (365.0 mg £+ 2.0 %). /
| P Y Or 357,7 mr 110 372,3 Mr
(365,0 Mr = 2,0 %)
| 4 |Disintegration / 00 min 37 sec/ 00 muu 37 cex | Not more than 3 min /
Pacnagaemoctsb ; He 6onee 3 Mmun !
5 |Dissolution / PacTBopeHue ' 99 % to 102 % :Not less than 70 % (Q) of CisHigO2 |
: (ibuprofen) after 30 min / He meHee
70 % Q C3Hi302
(ubynpoden) yepes 30 MUH
|
97 % to 101 % |Not less than 70 % (Q) of CsHyNO,
(paracetamol) after 30 min / He Menee
[70 % (0)] CsHoNO;
(napaueramon) 4epes 30 MUH
6 |Dispersibility / Complies / CooTBETCTBYET 'Uniform suspension passing through the |
JAucnepcHocTh 710 pm sieve is formed / O6pa3zyercs ‘
OJHOpPOJHAS CYCIEH3HS, NPOXOAALIas |
[uepes cuTO € pa3MEpoM OTBEPCTHH |
710 Mmxm |
7 | Related substances / PoacTBeHHbIe IpuMecH l
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: IIpoayxT cooTBeTcTBYET TpeboaHusaMm HJI 3aximouenue: OJOBPEHO
Prepared by / A Checked by / C Y Approved by: Manager/Executive /
Ioxroroeneno: Ankit ',’-1 /,HpoaepeHo: Ranjeet Onobpeno: Meremkep / PykoBoauTenb
o Manoj Kumar \
Reprint Date: Reprint Date: Reprint Date:
Hara: 26.06.2024 Hara: 26.06.2024 Hara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 5000234, Telangana, India
Tel: +91 40 4500 2500, Fax: +91 40 4300 2999, Email: mail@driaddys.com
CIN: 1L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3IA

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

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

Page3 of 6/ Ctp. 31u3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
HNoyKIuH IOHu0p®, TabneTKH AMCIeprupyemble [1s1 geTeid], 100 mr + 125 mr

Batch No / V2401110 Batch Quantity / 5475 kg
Cepus No : Pa3mep cepuu :

Analytical Repo:’t No/ 040002573332 Date of Analysis / 26.06.2024
AnanuTnyeckuii oTyer Ne : JlaTa ananun3sa:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npoH3BOACTBA : T'open go :

Analysis performed according ND / Ananu3 nposesen mo HJ/I: 11 N011252/02-150323

Ne | Test / IlokazaTenn Results / PesyabTaTsl Specification / Hopma

Method 1/ Merton 1 0.0002% 4-aminophenol (paracetamol impurity) -
4-Aminophenol content / not more than 0.005 %

OnpeneneHue coaepKaHus 4-amuHOGEHON (ipuMech
4-amuHOpeHONA napaneramona) - 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 %

Onpenenenne 'Envnuudas  HeuaeHTHGUUMpOBaHHAas
HenAeHTUDULIUPOBAHHBIX | IpUMech ubynpodena Uiu
npumMeceii n6ynpodena n ' mapaiieramora - He 6onee 0,2 %

| mapaneramolia !

| Total impurities (Method | | Not more than 0.7 % / He 6onee 0,7 %
1+Method 2) / Cymma ‘ 0.09%

npumeceit (Meton 1 +

Merton 2)

8 |Microbial limits* / MukpobuoJorndeckas 4ncTora*

a) Total aerobic microbial NA Not more than 10° CFU/g/

count / OBuiee 4ucio He 6onee 10° KOE/r

a3poOHBIX

‘ MHUKPOOPraHU3MOB

Remarks : The Product conforms to ND/
ITpumeuanue: IIponykt cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3akaouenne: OJOBPEHO

Jara: 26.06.2024

Prepared by / . Checked by / ( LY Approved by: Manager/Executive /
IMonroroeneno: Ankit ,-'] IIposepeno: Ranjeet Onobpeno: Menemkep / PykoBosuTellb

¢l Manoj Kumar @:‘i
Reprint Date: Reprint Date: Reprint Date:

Jara: 26.06.2024

Jata: 26.06.2024

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

500024, Telangana, India

Tel: +91 40 4900 2500, Fax: +91 40 49G0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

. Qe Formulation Unit-6
Dr. Reddy’s “.. Vill. Khol, Nalagarh Road, Baddi
’ ® Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Paged4 of 6/ CTp. 4513 6
Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
N6ykaun FOnnop®, TaGueTkn aucneprupyemsie [nist gereii], 100 mr + 125 mr
Batch No / V2401110 Batch Quantity / 5475 kg
Cepus Ne : Pa3zmep cepuu :
Analytical Report No/ 040002573332 Date of Analysis / 26.06.2024
AHanuTHYecKuii oTyeT No : Mara anannza:
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npon3BoJCTBA : I'onen po :
Analysis performed according ND / Ananu3 nposeged mo HJ: [1N011252/02-150323
Ne Test / Ilokasarens Results / Pe3yjbTaThl Specification / Hopma
b) Total combined yeasts - NA o Not more than 102 CFU/g /
and mould count / O6wee He 6onee 10° KOE/r

YHCIO JPOXOKEBBIX U
TUIECHEBBIX FPUOOB

¢) E. coli NA Shall be absentin 1 g/
OrcyrctBUE B 1 T

9 | Uniformity of dosage units / OFHOPOAHOCTH JO3HPOBAHUA

Ibuprofen / U6ynpoden ] 1.5 The acceptance value (AV) should be not
more than 15.0 / [IlokasaTens
| npuemsieMoct (AV) JOomxeH ObITb He
| Ooiee 15,0 |

Paracetamol / [Tapaneramon 1.5 The acceptance value (AV) should be not |
more than 150 / Ilokasatens
npuemieMoctd (AV) nomkeH OBITH He

6onee 15,0
10 |Assay/ KoauuecrBeHHOe 99.5 mg/ 99.5 mr 90.0mg to 110.0mg of CiHi30,
ompejesieHHe (ibuprofen) per tablet / Ot 90,0 Mr no
110,0 mr Ci3HisO, (ubynpoden) B
Tabnetke
123.5 mg/ 123.5 mMr 112.5mg to 137.5mg of CgHoNO;
(paracetamol) per tablet / Ot 112,5 Mr 10
137,5mMr CgHoNO, (napauetamon) B
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpnmeuanne: ITpoayxt coorBeTcTBYET TpeboBayusam HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Lpf Approved by: Manager/Executive /
Ioarorosneno: Ankit [TpoBepeno: Ranjeet Onobpeno: Menemkep / PykoBoauTens
/ Manoj Kumar lw
Reprint Date: Reprint Date: Reprint Date:
JlaTa: 26.06.2024 Hara: 26.06.2024 ara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTHU3A

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

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

Page50f 6/ CT1p. 5u3 6

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

H6yxaun FOunop®, Tabsierku Ancneprupyembie [1s aereii], 100 mr + 125 mr

Batch No / V2401110 Batch Quantity / 5475 kg
Cepus Ne : Pazmep cepun :

Analytical Report No / 040002573332 Date of Analysis / 26.06.2024
AHaduTndeckuii oryer Ne : JaTa ananu3a: T
Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JaTa npou3BOACTBA : TI'oxen no :

Analysis performed according ND / Anaau3 nposeaen no HJI: [T N011252/02-150323

| Ne Test / Iloka3zaTean

Results / PesyabTaTn!

Specification / Hopma

TabJeTKe

11 |Package / YnaxkoBka

| 10 tablets in PVC/Al blister. 2 blisters
and patient information leaflet in a
carton. / I'lo 10 Tabnerox B 6aucrtep
u3 [IBX/AL Tlo 2 6auctepa BMecTe ©
HHCTPYKIHEH MO0 NPUMEHEHHIO B
nayKy KapTOHHYHO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and patient information leaflet in
a carton. / ITo 10 Tabnetok B 6nuctep us
IIBX/Al Ilo 1, 2 umn 20 6nucrepos
BMECTE C HHCTPYKIHEH MO MPUMEHEHHIO
B MaYyKy KAPTOHHYIO.

12 |Labeling / MapkupoBka

According to ND. / B cooteercTBuM ¢ H/I.

13 |Storage conditions /
XpaHeHue

In the original packaging (blister in carton) at temperature below 25 °C. /
B opuruHansHoli ynakoske (6nucTep B auke) Npyu TEMOEPaType HE BhILIE
25 °C.

14 | Shelf life / Cpok roaHocTH

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. / McnbITaHue NPOBOAUTCS TOJILKO IJIs1 KamAoH 20-H cepUH HJIH AJsA OHOM CEpMH B
rof, B 3aBHCHMOCTH OT TOT'0, YTO HACTYIHT paHee. IlokazaTeb MOkKeT OTCYTCTBOBAThL B cepTH(HKATE aHATIH3A.

Remarks : The Product conformns to ND/

Ilpumeuanne: Iponykr coorBeTcTBYET TpeboBanisam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by / B Checked by / k)/ Approved by: Manager/Executive /

IToarorosneno: Ankit 4 Alposepeno: Ranjeet Onobpeno: Menemkep / PykoBoiteins
L L~} Manoj Kumar )

Reprint Date: Reprint Date: Reprint Date:

Jara: 26.06.2024 Hara: 26.06.2024 Hara: 26.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2599, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Qg‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT 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

Page 6 of 6/ CTp. 6 M3 6

Product : Ibuclin Junior, dispersible tablets (for children) 100 mg + 125 mg
H6ykaun FOunop®, Tabnetkn aucneprupyemsie [nis aereiil, 100 mr + 125 mr

Batch No / V2401110 Batch Quantity / 5475 ke
Cepus Ne ; Pasmep cepum :

Analytical Repo:‘t No/ 040002573332 Date of Analysis / 26.06.2024
AHaJIUTHYECKHIT oTueT Ne : JlaTa aHaau3a:

Date of Manufacture / 05/2024 Date of Expiry / 04/2029
JlaTa npou3BOACTBA : I'ogen go :

Analysis performed according ND / Auasu3s nposeaen mo HJ: TIN011252/02-150323

API name (INN) /

npoussoanTess I'JIdD:

Hammenosanue ADC (VHED): Ibuprofen / N6ynpoden Paracetamol / [Tapayeramon
API manufacturer batch number / PIRM240025 1211/23-24

Homep cepun npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIIMH FERAQ00227 FERA00159

API Manufactured by & country /
IIpouzpogutens ADC, cTpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTHB

®apma Caiiencus Jlumuren, Manus

Sri Krishna Pharmaceuticals Ltd.,
India / Hlpn Kpunrzaa
dapwmacerotikans JIta., Muaus

Remarks : The Produet conforms to ND/
ITpumeuanue: IIponyxr coorseTcTByeT Tpebosanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosieno: Ankit

-

-

Checked by / é)/

IIpoBepeno: Ranjeet

Approved by: Manager/Executive /

OnoGpeno: Menemkep / PykosoaunTens
Manoj Kumar M

Reprint Date:
Jata: 26.06.2024

Reprint Date:
Hara: 26.06.2024

Reprint Date:
Jata: 26.06.2024

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

500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0O4507
www.drreddys.com




