A. INGREDIENT NAME:
FERRIC SULFATE HYDRATE
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B. Chem I Name:
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Duron Tnmlfate

C. Common Name:
Ferric Sulfate, Iron Persulfate, Iron S&squisulfaté,libn' Sulfate (2:3), Iron (3+) sulfate, Iron
Tersulfate, Sulfuric Acid, Iron (3+) Sait (3:2)

D. Chemical grade or description of the strength, quality, and purity of
the ingredient:

Purity: 753.0 min.
A solution responds to the test for ferric iron and sulfate.

E. Information about how the ingredient is supplied:

Grayish-white powder, or Rhombic or Rhcmbohedral crystals, very hygroscopic,
commercial product usually contains about 20% water and is yetlowish in color.

F. Information about recognition of the substance in foreign
pharmacopeias:

G. Bibliography of available safety and efficacy data including peer
reviewed medical literature:

Fuks, A. B, Holan, G., and Davis, J. M. Ferric sulfate versus dilute formocresol in
pulpotomxzed prnimary molars long-term follow up. Pediatric Dentistry, 1997: 19(5):
327-330.

Jeansonne, B. G, Boggs, W. S, and Lemon, R. R. Ferric sulfate hemostasis: efect on
osseous wound healing. II. With curettage and irrigation. Journal of Endodontics, 1993,
19(4): 174-176.

Fet, A L, Udin, r. d., and Johnson, R. A clinical study of ferric sulfate as a pulpotomy
agent.m pnmarv teeth Pediatric Dentistry, 1991, 15(6): 327-332
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Shaw, D. H, Krejci, R. F., and Kalkwarf, K. L. Gingival response to ren‘acuon by ferric
sulfate. Operative Dentz.my 1983; 8(4): 142-147. r

H. Information about dosage forms used: ;

Solution

T g

L. Information about strength:

J. Information about route of administration:

K. Stability data:

Store at room temperature. Protect from light.
Stable

L. Formulations:
Ferrous Sulphate................ 400gm
Sulphuric Acid..................... 78gm

Nitric Acid, Distilled water - a significant quantlty
*See file for compounding formulation*

M. Miscellaneous Information:
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Ferric sulfate hemcstasis: eflect on osseous wound healing.
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Source :
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Abstract
Hemorrhage ccntrol is oftzen a prcblem for the clinician
during osseous surgexry. Ferric sulfats is an effective
hemostatic agent, but with prolonged applicaticn to an
osseous defect can cause persistent inflammation and
delayed healing. The purpose of this investigaticn was tc
evaluate the effectiveness of ferric sulfate as a
hemcstatic agent and to determine its effect on healing
after thorougn curectage and irrigation -from osseous

surgical wounds. Stancdard size osseous delects wers created

bilacterally in the mandibles of rabbics. Ferric sulfate was
placed in one defect until hemostasis was ckrained; the
contralacexral defect was allowed to £:i11 with blcod and
clot. After 5 min both defeccs were curetted and irrigated.
The repair of the defects was evaluated histolcgically at
18 and 46 days. There wers nc signl:;cart diffarsnces
between the ferric sulfata-creac=d defects and the
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control site was suctured immediately after clot formation
in the defect. The contralateral experimental sites received
ferric sulfate application uncil completerfhemostasis was
achieved. The defect was filled with ferric sulfate
sclution to maximize any effect on healing and then closed
with sutures. The experimental and corftrol specimens were
examined nistologically after 18 and 46 days and scored for
healing. Statistical analysis by Wilcédxeon signed rank test
showed significant adverse effacts on ossecus healing when
ferric sulfate soluticn was left in situ.
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Abstract

Pulpctomies were perio 4
patiencs. Ferric sulface or £
pulpal stumps, and teseth were followed fcor 3-, 6-, and
12-mcnch periods. AZzer the cne-vear follcow-up, 28 cf 29
teeth trearsd with ferric sulfate (FS grcup) were
considerec successiul ancd 21 of 27 testn treated with
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group demenstratad greatar compined clinical and
radiocgraphic success than the FC group at the one-year
recall (P <« 0.0%8). Altchcuch the results cf this study are
promising, further study witch longer observation periods 1is
warrantad cefore this tachnigue can be recommended.
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Thers are numercus wavs -2 achleve hemcstasis. Wit the
acundance of hemcscatic agencs availahle and with the
incrzducticn of new proch =5, one has-tc make an objective
decisicn. A good agent achieves hemoséasis wichin a short
period of time, is easv tc manipulate; is bioccmpatible,
dces not impair or retard healing, must be relacively
inexpensive, is reliable, and works best for the particular
surgical procedure. With these purposes in miad, the
fcliowing seguences is recommended to acihlave nemostasis
during endocdontic microsurgery. I. Prasurgical: Give 2 to 3
Carpules of 1:50,000 epinepnrine local anesthetic with
multiple infiltration sitas thrcuchcut the entira surgical
field. II. Surgical: A. Remcve all granulacion tissue. B.
Place an epinephrine pellet inco che beny crypc followed by

dry sterile cotcton He-le:s Arpcly prassurs for 2 minutses.

Remcve all the cctton vellens axcapt the IZirsc aﬁwiephrine
pellec. Continue with the surgical procedurs and remcve the
epinepnrine peller befcre final irrication and closure. C.
Alternatively, calcium sulfacts czn Le mixed into a thnick
putcy and packed against the tcne cavitiy. 3ecause it is a
biccegradable macaxrial, calcium sulface can be l1eft in
situ. In fact, in large cone defacts and
through-and-chrough lesicns, additicnal calcium sulfate can
be tlaced to £i11 the entira bcne cavity as a barrier
ma:e:ia’ Healing is mcr2 pradictable with little chan =2 of
scar tissue formacicn. Calcium sulfatce ra2sorzs in 2 to =
week;. D. Small bleesding sites in the ctcne can be brushed

1th ferric sulfatcs

o on. IIIZ. Postsurgical: Tissue
compression belforse and a

r suturing cucs down on

poscsurgical bleeding and swelling. Hemcstasis is
imperative in endcdencic micrcosurgery Zor better
visualization, a gcocod environment for placement of
retrograce filling material, ancd a mcra efiicient surgical
procedure with less blocd loss.
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FERRIC SULFATE HYDRATE

Used in solution form to control osseous hemorrhaging and as a
pulpotomy agent in teeth.

It has caused liver and kidney damage, G.I. tract irritation, shock,
eye, skin and respiratory irritation.
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