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i DOCUMENT 5O, Azelastine Hydrochloride and Fluticnsone. | DATE:
BMFLG - AENS Prapionate Nasal Spray 01042010
VERSION NO. DUONASE PAGE 1 of 8
oA FOR LOCAL MARKETY

Date of Issue:
Supercedes the varlicr docineg

COPIES WiTH:

1. Formoulation Development Department - Viklool
2o Prduction Pepartinent - Cipla Sikkuo

THERAPUUTIC CATEGORY: ANTIHISTAMINIC AND CORTICOSTEROID

NOTE:
i This puide desenbes mmnudacuuing orowds and provess Based on the batches
manufachured at Fonmudation development.
2) The bateh cize given here i for 260 Kg (200 Lith equuvalont to 15384 unity.

3 Based on the performene of this balch, a decision on further bachoes wil be saken
by 3 team of QA7 Production / Formulaton Developrent,

EXPIRY: This product beaes an expury period of 24 sl G the date of manulacioe,

CHANGES MADE - Sucralose added in the manudaciuring Sarmuda
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MIEG - APNS Propionate Masal Spray
VERSION NG, ] IONASE
Gia |

FOR LOCAL MARKET

BOCUMENT NGO Azelastine Hydrochlnride and Fluticasone | DATE:

G1.04.2810

FPAGE 2 of 3

MANUFACTURING FORMULA

Label claim:  Lach spray delivers:
Azelastine Hydrochloride BR L A4 men

Fhitivasone Propionate B 30 misg

Compositions  Azelastine Hydrachlorde BP
Fluticasmne propionate 1P
thomiam chivrade 1P,
Phenyd ethel aloohol USSP
{as preservativesy

Bavel Shee: 300 Kg (200 Ly

Ingreodients

lastine Hvdrochioride BR

| Fluticasone propionaie P
- Glyeorin 1P
Microorystalline Cellulose & Carboxymethyl
Celintose Sodipm WE {Avice] RC 530
Polvsobrate K0 1P

Sucralose ME

Puribred warer P

Assay Calenlation:

* To be dispensed on 100% on as such basis.

Uty 7 Batels |
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BOUUMENT NO. Azclastine Hydrochloride and Fluticasone | DATE:
MFG - AFNS Propionate Nazal Spray $1.94.2018
VERSION NQ, ; DUONASE PAGE 3 of §
0

FOR LOCAL MARRET

MANITFACTURING FORMULA
Roree:

BMOA Ingredients Givade
tuide

BIAER Azelastine Hydrochlonide

MERAE | Flutcasone propionate

o

Avicet RU 391

Peata
Manufactiving /
Flewrshom g

.......... gesdadssdada New{}"‘}rk
Sieralose Approved Soureg

Pack Conliguration:

Packing muterinf & Paekkgize ¢ Lerade
 Boitte 13 ml gansparent polypropydene “ Kaalmans
(P boitle

Fump © [40mel enmp on nasal punp : Aptar from Ching
Nasal actuator S442F Aptar from Ching

¥R~ A6 FNT
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DOULIMIENT N Axslastine Hydrochloride and Flaticasong
MEG ~ AFNS Propionate Nasal Spray
VERSION NO. : DUGNASE

$1/a !

FOR 1LOCAL MABKET

DATE:
P 31842010
PAGE 4 of &

MANUFACTURING METHOD

SPECIAL INSTRUUTIONS

Buateh shee: 200 Kg {200 Lat)

I

1. Al manufacturing operations should be conducted a3 per existing SO/,

{FE = {6F2)
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BOCUMENT 80 Axelastine Hydvochloride snd Buticasene  [IATE:
MEG~ AFNS Proapiomate Masal Bpray di.04.2018
VERSION 50, 2 DUONARE PAGY. & of &
a1

_FOR LOUAL MARKET

MANUFACTURING METHOD

P 30
7

i 2}
23

o

Storage condition: Store in g cool place. Do not frewee op refriperate.
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