RECELLTIS- bacitracin zinc, neomycin sulfate, polymyxin b sulfate, lidocaine hcl cream
CellNovation Technology Corporation

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.

ReCellTis

ReCellTis +Pain & Itch Relief First Aid Cream
Drug Facts

Active Ingredients (in each gram)

Bacitracin Zinc 400 units

Neomycin Sulfate 5mg (equivalent to 3.5 mg of neomycin base)
Polymyxin B Sulfate 5,000 units

Lidocaine Hydrochloride 20 mg

Purpose

First aid antibiotic
First aid antibiotic
First aid antibiotic

Local anesthetic

Uses

First aid to prevent infection, for temporary relief of pain or discomfort, and helps promote skin repair
in minor:

s Cuts

® Scrapes

= Burns

Warnings

For external use only

Do notuse
® inthe eyes
® if you are allergic to any of the ingredients
® over large areas of the body

Ask a doctor before use if you have
® deep or puncture wounds
® animal bites
® serious burns

Stop use and ask a doctor if



¢ you need to use longer than 1 week
e rash or other allergic reaction develops
e condition persists or gets worse

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center immediately.

Directions

Adults and children 2 years of age or older:
¢ cleanthe affected area
e apply a small amount (thin layer) on the area 1 to 3 times daily
® may be covered with sterile bandage

Children under 2 years of age: ask a doctor

Other Information
® store at 15° to 30°C (59° to 86°F)
® protect from freezing and avoid excessive heat

Inactive ingredients

Carboxymethyl Cellulose, Cetostearyl Alcohol, Cetyl Alcohol, CoEnzyme Q-10, Purified Water,
Phenoxyethanol, Polysorbate 80, Sorbitan Oleate, Tocopheryl Acetate , White Petrolatum, Zinc
Gluconate.

PRINCIPAL DISPLAY PANEL



f
MAXIMUM
STRENGTH Cﬁ

Helps Minimize Scarring

24 Hour Antibiotic Protection
Bacitracin, Neomycin Sulfate,
Polymyxin-B Sulfate, Lidocaine

Cuts, Burns & Scrapes

ReCellTis

+PAIN & ITCH RELIEH

FIRST AID CREAM +PAIN & ITCH RELIEF

ReCellTis

THE ONLY FIRST AID CREAM THAT HELFS PREVENT INFECTION NETWT an(22g)
AND PROMOTES SKIN REPAIR.

019962697814

+PAIN & [TCHRELIEF
THE OMLY FIRST AID CREAM THAT HELPSPREVENT INFECTION AND PROMOTES SKINM REPAIR

+RaIM # ITCH RELIEF

FIRST AID CREAM

ReCellTis

MADE IN MEXICO

Distributed by CellMovation Technology Corp, NDC# 7192906922 USA Innowvation
'BIEUOBNIS 2UIF ‘WNjE|e e sUINg SNolss  m
FUUAL T #1ER0Y [ABUdon0] ‘BIESI0 LB s8)q [EWILE @
‘05 21eqlosk|od ‘|oUBY e KXo Us Ud "131E AN pEULING spunomeimaund Jo deap m
-0 WAz T|eyen)y K180 jeyosly |Aeslsle] ARY NOA JI 26N DI040 JOOP B YSY
EELTIE) MLHSU.JK)(OQJEDSJ,UB'IPBJEU! SAf12EU] Tooq B o semiE sblE Bhe W
S | o TE PIONE PUE BUZEL] o) Do M | 33UBIpaIBUl BL o Aue 0 21BE||ESlE NoA )| W
.99 01,6903 0F 91,51 B20E eepul |
UOREWLIO) U] 18UI0 @50 J0u 0Q
To0p € 7PE BPE jo tEen £ Jepun UeIpl Ly Ko ssn (BB 104
abepUega|Usys e Impelanos 5 e | sBunem

Fllep S E 0 | BRI S UG (R AE UG JUnolwE (WS e fdde m

EBE PRSI 3 UESD M sung M sederns W osino W

LU un Jiedzl ups joword sdjsy pue popuctsip 1o ued

d £ A
R R e I e 1o el Aelodiss) 10] Uorpa il uansId o) g 15114 Sasfy

suopRIg

fBiEpaLULI 1Bjus

[©UST UOSIo B REIUGS 16 iy [E3IpaLl 156 pamo|ems )| “Bul cF Ay sumcpn
USRI Jo Y2l o jno desy :

25J0m 5326 Jo ssisied uonpuce W Siotot a8 UL i

sdoprap UoIpERI BB e JByie o ysel W |UTIUBRSII (R ualicmyn i sy et DG s eV U=t

sfeemm | Uy IsBuo| 8sn o1 pasu nod W [PACGRUEREEL SYUn QO U UTERITEY
3 10pop eyse pue osn doig |eseding {weus yoea u)) quaipaibu sy
(penunues)  S10ES 6!'].1(] spej BI"IJG

=

A

RECELLTIS



bacitracin zinc, neomycin sulfate, polymyxin b sulfate, lidocaine hcl cream

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:71929-069

Route of Administration TOPICAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BACITRACIN ZINC (UNII: 89 YAM234ES) (BACITRACIN - UNII:58 H6 RWO 521) BACITRACIN 400 [USP'U] inlg
NEOMYCIN SULFATE (UNI: 057Y626693) (NEOMYCIN - UNI:116 QD7X297) NEOMYCIN 3.5mg inlg
POLYMYXIN B SULFATE (UNII: 19371312D4) (POLYMYXIN B - UNIL:J2VZ07J96K) POLYMYXIN B 5000 [USP'U] inlg
LIDO CAINE (UNII: 98P1200987) (LIDOCAINE - UNI:98PI1200987) LIDOCAINE 20mg inlg
Inactive Ingredients
Ingredient Name Strength

COENZYME Q10, (2Z)- (UNI: U705VLFO VW)
POLYSORBATE 80 (UNIL: 60ZP39ZG8H)
PETROLATUM (UNI: 4T6 HI2BN9 U)
CETOSTEARYL ALCOHOL (UNI: 2DMT128MIS)
CARBOXYMETHYLCELLULOSE (UNIE: 05JZI7B19X)
WATER (UNIL: 059 QFOKOOR)

PHENO XYETHANOL (UNI: HIE492ZZ3T)

PEG-6 SORBITAN OLEATE (UNIL: 5807V09UCI)
ALPHA-TO COPHEROL ACETATE (UNII: 9E8 X80D2L0)
ZINC GLUCONATE (UNI:: U6 WSN55Q1Z)

CETYL ALCOHOL (UNIE: 936JST6JCN)

Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:71929-069-32 28 gin 1 TUBE; Type 0: Nota Combination Product 03/21/2018

Marketing Information
Marketing Category  Application Number or Monograph Citation = Marketing Start Date Marketing End Date
OTC monograph final part333B 03/21/2018

Labeler - celiNovation Technology Corporation (080976562)

Revised: 3/2018 CellNovation Technology Corporation



	ReCellTis
	ReCellTis +Pain & Itch Relief First Aid Cream
	Active Ingredients (in each gram)
	Purpose
	Uses
	Warnings
	Do not use
	Ask a doctor before use if you have
	Stop use and ask a doctor if

	Directions
	Other Information
	Inactive ingredients
	PRINCIPAL DISPLAY PANEL

