
SPAI-SONS  ALKALINE DRY-DANDRUFF- pyrithione zinc shampoo  
SPAI-SONS PHARMACEUTICAL INTERNATIONAL COSMETICS
Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

----------

SPAI-SONS SHAMPOO ALCALINO ANTI CASPA SECA / ALKALINE SHAMPOO DRY-
DANDRUFF
This formula includes Zinc Pyrithione used to eliminate the agent causing dry dandruff and scalp drying.

USE: Hair washing and scalp affected by exfoliation, scales and dry dandruff

This product must be keep out reach of children. 

This product is for topical appplication. Wash the hair with the shampoo in the shower. 

If this product is contact with eyes rinse immediately with water and consult your doctor

To wash daily during 8 or 10 weeks, soon interdaily use until the remission of the problem. This
product is for topical application 

This composition moisturizes and lubricate capillary dermis

IMAGE OF THE LABEL  



SPAI-SONS   ALKALINE DRY-DANDRUFF 
pyrithione zinc shampoo

Product Information
Product T ype HUMAN OTC DRUG Ite m Code  (Source ) NDC:6 6 8 54-0 17

Route  of Adminis tration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis o f Strength Strength

PYRITHIO NE ZINC (UNII: R9 53O2RHZ5) (PYRITHIONE ZINC - UNII:R9 53O2RHZ5) PYRITHIONE ZINC 1 mL  in 10 0  mL



SPAI-SONS PHARMACEUTICAL INTERNATIONAL COSMETICS

Inactive Ingredients
Ingredient Name Strength

WATER (UNII: 0 59 QF0 KO0 R)  

SO DIUM LAURETH SULFATE (UNII: BPV39 0 UAP0 )  

DIHYDRO GENATED TALLO W PHTHALIC ACID AMIDE (UNII: 1R8 1RPY10 G)  

CO CO  DIETHANO LAMIDE (UNII: 9 20 0 5F9 72D)  

TRO LAMINE (UNII: 9 O3K9 3S3TK)  

PEG-12 0  METHYL GLUCO SE DIO LEATE (UNII: YM0 K6 4F20 V)  

SO DIUM CHLO RIDE (UNII: 451W47IQ8 X)  

METHYLPARABEN (UNII: A2I8 C7HI9 T)  

PRO PYLPARABEN (UNII: Z8 IX2SC1OH)  

PO NCEAU 4 R (UNII: Z525CBK9 PG)  

FD&C BLUE NO . 1 (UNII: H3R47K3TBD)  

Packaging
# Item Code Package Description Marketing  Start Date Marketing  End Date
1 NDC:6 6 8 54-0 17-0 1 210  mL in 1 BOTTLE

2 NDC:6 6 8 54-0 17-0 2 250  mL in 1 BOTTLE

3 NDC:6 6 8 54-0 17-0 3 40 0  mL in 1 BOTTLE

Marketing Information
Marke ting Cate gory Application Numbe r or Monograph Citation Marke ting Start Date Marke ting End Date

OTC mo no graph fina l part358 H 0 6 /30 /20 12

Labeler - SPAI-SONS PHARMACEUT ICAL INT ERNAT IONAL COSMET ICS (880172184)

Registrant - SPAI-SONS PHARMACEUT ICAL INT ERNAT IONAL COSMET ICS (880172184)

Establishment
Name Addre ss ID/FEI Bus ine ss  Ope rations

SPAI-SONS PHARMACEUTICAL INTERNATIONAL COSMETICS 8 8 0 17218 4 analysis, label, manufacture , pack
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