JUJIAFENHUANGQUAN YINDAOSHUAN- policresulen vaginal
suppository suppository
Heilongjiang Tianlong Pharmaceutical Co Ltd

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved
drugs, click here.

Instruction for Usage of Policresulen Vaginal Suppository
Please read the instruction carefully and use the product under the advice of doctor

Warning: during pregnancy, especially in the last three months of pregnancy, any
treatment of the cervix should not be used, while the treatment of the vagina and its
surrounding areas can only be used when absolutely necessary.

[IName[]Policresulen Vaginal Suppository
Pin yin: Jujiafenhuangquan Yindaoshuan

dIngredients[JThe main component of this product is Policresulen. Its chemical name is:
m-cresol sulfonic acid and formaldehyde polymer.

[NCharacter[JThis product is light red to light red brown suppository.

[Indication[]It is used in the treatment of local inflammation or infection and tissue
damage of vagina and cervix (eg, discharge due to bacterial, trichomonal and fungal
infections, pressure sores from pessaries), condylomata acuminate, protuberance of
cervical mucosa (cervical ectopia). For cervical erosion, cervicitis and different kinds of
vaginitis.(Bacterial Vaginitis, Trichomonas Vaginitis,monilial vaginitis)pressure ulcer caused
by Pessaries.

[1Specification[]8piece/box

[JUsage and Dosage[] Vaginal administration, put the product into the deep part of the
vagina, once every 2 days. If the affected part is burned with the Policresulen
concentrated solution, a suppository should put in every other day between the two
burns. For the convenience of use, the patient had better take the supine position, first
wet the suppository with water, and then insert it into the deep part of vagina. Usually, it
is better to use medicine before going to bed at night. Use with sanitary napkin together,
to prevent pollution of clothes and bedding.

[JAdverse Reactions[] Occasional local irritation will be occurred after treatment (such as
burning or pain) usually can be tolerated and will soon disappear.

[JContraindications[] During pregnancy, especially in the last three months of pregnancy,
any treatment of the cervix should not be used, while the treatment of the vagina and its
surrounding areas can only be used when absolutely necessary.

[JPrecaution[]
1. External use only, should not be taken orally.
2. This product should avoid contact with eyes.

3. This product will accelerate and enhance the repair process. If the necrotic tissue falls



off from the focus, sometimes even a large sheet falls off. Do not panic.

4. Stop treatment during menstruation. Avoid sexual life during treatment. Do not use
irritating soap to clean the affected area.

5. Cotton fabric and leather shall be washed with water immediately before the
preparation is dry, when the solution contacting with them.

6. Spots on the vaginal suppository are the natural phenomena produced by its matrix,
which do not affect the use and efficacy of the drug, nor affect its tolerance.

[OMedication for pregnant women and lactating women[] During pregnancy, especially in
the third trimester, any cervical treatment should be avoided, and the Policresulen
suppository is no exception. At this time, the potential harm of the drug to the mother
and baby should be fully considered. Although the animal test shows that the drug has
no teratogenic effect, the results of the human test have not been obtained. It is unclear
whether the milk of lactating women will contain the active ingredient of this medicine.

[1Children Medication[JThe safety and efficacy of children patients have not been studied.
[]Geriatric Medication[JThe safety and efficacy of elderly patients have not been studied.

[Drug Interactions[JPolicresulen can only be used locally. Since the interaction with other
drugs cannot be ruled out, it is avoided to use more than two drugs at the same place
at the same time.

[JPharmacology and Toxicologyf[]
Pharmacological Action

The mechanism of action of policresulen is to kill bacteria, haze bacteria and
trichomonad by strong acid and protein coagulation. Selectively cause necrosis or
pathological tissue and columnar epithelial protein denaturation. It causes
vasoconstriction and plasma protein coagulation to stop bleeding.

Policresulen has a wide range of antibacterial activities, including common gram-positive
bacteria, Gram-negative bacteria, fungi and some viruses, of which Gardnerella
vaginatis, anaerobic trichomonad and Candida are particularly sensitive. But Doderlein
bacterial flora was not affected. At present, the drug has not been reported to cause
drug resistance.

Policresulen can selectively coagulate necrotic or diseased tissues and promote tissue
regeneration and epithelial re covering. Healthy squamous epithelium is unaffected, while
the cytoplasm and nucleus of columnar epithelium may swell after contact with the drug,
and then shrink in a few seconds. Local application of policresulen does not produce
toxicity.

Toxicity Studying

More than 50 years of clinical experience has proved that the local use of policresulen is
non-toxic.

Acute toxicity: The LD50 of mice was 360mg/kg after intravenous administration and
2400mg/kg after oral administration. The LD50 of rats was 400mg/kg intravenously and
3500mg/kg orally. The LD50 of mice is 200 times of the therapeutic dose of human
beings, and the LD50 of rats is 300 times of the therapeutic dose of human beings.

Chronic toxicity: Rats and dogs were given 40 times and 9 times of the human



treatment dose for 3 months, no related toxic effect was found.

The skin tolerance test of policresulen was carried out on the back of hair removing rats.
In the first 10 days of the 14 day observation, the application of different concentrations
of policresulen (4%, 11% and 36%) only caused temporary skin redness, which lasted
until the third application at most.

Reproductive toxicity: The study on pregnant rats and rabbits shows that there was no
embryotoxicity or teratogenicity effect on animals. teratogenicity

Mutagenicity/carcinogenicity: there is no relevant study on the carcinogenesis of this
product. Ames test proves that policresulen has no mutagenic effect there is no
relevant research on the carcinogenesis of this product. Ames test proves that
policresulen has no mutagenicity effects. Although there is no research report on
carcinogenesis of this product, no mutagenic or carcinogenic effect has been found in
clinical application for many years.

[IPharmacokinetic[] Data are still lacking
[]Shelf Life[] 36 months
[JStorage[JShading, airtight, stored below 25 °C

[JPackage[] Medical polyethylene PVC composite packaging. 8 capsules per box. 8
medical plastic fingertips.

JValidity Period[] 36 months

[JExecutive Standard[JNational Food and Drug Administration Standard YBH02122009
JApproval No. [INational Drug Approval No. H20093211

[JProduction Enterprise[]

Name: Heilongjiang Tianlong Pharmaceutical Co., Ltd.

Address: NO.158, Jiuzhou Road, Industry Park, Harbin Science and Technology
Innovation City, Harbin, China

Post code: 150020
Tel: 400-657-8838
Fax No.: 0451-87032629
Website: WW. Hutl. Com

[JIndication[]It is used in the treatment of local inflammation or infection and tissue
damage of vagina and cervix (eg, discharge due to bacterial, trichomonal and fungal
infections, pressure sores from pessaries), condylomata acuminate, protuberance of
cervical mucosa (cervical ectopia). For cervical erosion, cervicitis and different kinds of
vaginitis.(Bacterial Vaginitis, Trichomonas Vaginitis,monilial vaginitis)pressure ulcer caused
by Pessaries.

[JSpecification[]8piece/box

[JUsage and Dosage[] Vaginal administration, put the product into the deep part of the
vagina, once every 2 days. If the affected part is burned with the Policresulen
concentrated solution, a suppository should put in every other day between the two
burns. For the convenience of use, the patient had better take the supine position, first



wet the suppository with water, and then insert it into the deep part of vagina. Usually, it
is better to use medicine before going to bed at night. Use with sanitary napkin together,
to prevent pollution of clothes and bedding.

[Ingredients[]The main component of this product is Policresulen. Its chemical name is:
m-cresol sulfonic acid and formaldehyde polymer.

[OCharacter[JThis product is light red to light red brown suppository.
[JPrecaution[]

1. External use only, should not be taken orally.

2. This product should avoid contact with eyes.

3. This product will accelerate and enhance the repair process. If the necrotic tissue falls
off from the focus, sometimes even a large sheet falls off. Do not panic.

4. Stop treatment during menstruation. Avoid sexual life during treatment. Do not use
irritating soap to clean the affected area.

5. Cotton fabric and leather shall be washed with water immediately before the
preparation is dry, when the solution contacting with them.

6. Spots on the vaginal suppository are the natural phenomena produced by its matrix,
which do not affect the use and efficacy of the drug, nor affect its tolerance.

[OMedication for pregnant women and lactating women[] During pregnancy, especially in
the third trimester, any cervical treatment should be avoided, and the Policresulen
suppository is no exception. At this time, the potential harm of the drug to the mother
and baby should be fully considered. Although the animal test shows that the drug has
no teratogenic effect, the results of the human test have not been obtained. It is unclear
whether the milk of lactating women will contain the active ingredient of this medicine.

[1Children Medication[JThe safety and efficacy of children patients have not been studied.
[JGeriatric Medication[JThe safety and efficacy of elderly patients have not been studied.

[Drug Interactions[]Policresulen can only be used locally. Since the interaction with other
drugs cannot be ruled out, it is avoided to use more than two drugs at the same place
at the same time.

Medicine Keep out of reach of children.
[JPharmacology and Toxicology[]
Pharmacological Action

The mechanism of action of policresulen is to kill bacteria, haze bacteria and
trichomonad by strong acid and protein coagulation. Selectively cause necrosis or
pathological tissue and columnar epithelial protein denaturation. It causes
vasoconstriction and plasma protein coagulation to stop bleeding.

Policresulen has a wide range of antibacterial activities, including common gram-positive
bacteria, Gram-negative bacteria, fungi and some viruses, of which Gardnerella
vaginatis, anaerobic trichomonad and Candida are particularly sensitive. But Doderlein
bacterial flora was not affected. At present, the drug has not been reported to cause
drug resistance.



Policresulen can selectively coagulate necrotic or diseased tissues and promote tissue
regeneration and epithelial re covering. Healthy squamous epithelium is unaffected, while
the cytoplasm and nucleus of columnar epithelium may swell after contact with the drug,
and then shrink in a few seconds. Local application of policresulen does not produce
toxicity.

Toxicity Studying

More than 50 years of clinical experience has proved that the local use of policresulen is
non-toxic.

Acute toxicity: The LD50 of mice was 360mg/kg after intravenous administration and
2400mg/kg after oral administration. The LD50 of rats was 400mg/kg intravenously and
3500mg/kg orally. The LD50 of mice is 200 times of the therapeutic dose of human
beings, and the LD50 of rats is 300 times of the therapeutic dose of human beings.

Chronic toxicity: Rats and dogs were given 40 times and 9 times of the human
treatment dose for 3 months, no related toxic effect was found.

The skin tolerance test of policresulen was carried out on the back of hair removing rats.
In the first 10 days of the 14 day observation, the application of different concentrations
of policresulen (4%, 11% and 36%) only caused temporary skin redness, which lasted
until the third application at most.

Reproductive toxicity: The study on pregnant rats and rabbits shows that there was no
embryotoxicity or teratogenicity effect on animals. teratogenicity

Mutagenicity/carcinogenicity: there is no relevant study on the carcinogenesis of this
product. Ames test proves that policresulen has no mutagenic effect there is no
relevant research on the carcinogenesis of this product. Ames test proves that
policresulen has no mutagenicity effects. Although there is no research report on
carcinogenesis of this product, no mutagenic or carcinogenic effect has been found in
clinical application for many years.

Please read the instruction carefully and use the product under the advice of doctor

Warning: during pregnancy, especially in the last three months of pregnancy, any
treatment of the cervix should not be used, while the treatment of the vagina and its
surrounding areas can only be used when absolutely necessary.

[Ingredients[]The main component of this product is Policresulen. Its chemical name is:
m-cresol sulfonic acid and formaldehyde polymer.

Content of Labeling



plicresulen Vaginal

@ Product Description

Pl wginal iony Is o topical ic and antiseptic, The main compesition is poicresulen. Clirkcally
ndapl 1o cervicsl emsion, cervicilis and all kinds of veginal mlammatory (such &3 leukorhagin caused by bacteria,
trichomonad and rmeudd), viva ich, pressure lcers caused by using pessary. Paliresulen & a high acid subssance with
strong negative charge, which can salactively apply on pathological and necrotc tissues with posifive chage. Through the
salidificaton made by high acd and protein, il can make gems and prolozoan astc!, atrophy snd desche. Widely play &
roie of anil bactsris and siedles,

@ Product features

* Have no effact on the nomal squamous cel. Marmtain PH value of the insds vagine efisctvely. Make it more tavorstis for the
e of and for the g

# Ao, the modicne has o wide antl baclena spocirum. it can work on geem, mowld, richrmonad and even some vius.

= Astringe 10 siop Diesding. S0, afler using x iksecfing tae resenand

* Haw ko o e 10 taket 8 ot Mol besiing vy s of imiake cervical nanow
i affect on the r elostic of cenvical canal. Can be s widsly.
* a0, epocslly for 1 and pationts who us intrautonns dovios and suffer stubbom vaginal

infisrnimastory and who s heve peyohologeal fear 1o physical tnssmen.
# No owin, nof lesd io alieso; and dug-resistant, No nesid any device and worth 1o promoting and appiying.

. Toxicology Research

The clinical experience of 50years proves that topical use of policresulen vaginal
suppository Is non-toxic.

Acirte toodgity D50 intravencus medicaton for mice i , ol Is LDS0 of rat
infrevenous and oral medication s 400mphg and 3500mgey. LDS0 of mice is 200 brmes tratment
dosage of human: LDSD of mt s 300 times teatment dosage of Moman

Chirohic toxlcity | G it and tog medicaton segarmtaly lof 3 months according 10 40 tmes and 8 mes of the dosage
of human treatmant, finding no mistive toxic effec:

Genltal toxelty  The resenrch on pregnant ral and rabbit proves that policresulen has no embryotoxicity of
{aratogenests effect.

Mutagenesis/earcinagenicity | There am no reésiively rescarches on carcinogenicty of the product. And Ames test
proves hal polioresulen ks no mutageness effec

9 Clinical Observation of Curative Effect

ginal suppository curing cervical erosion has a favorable curative effect.

* Poli ey

Cholce of cases: 60 cases are candcal erosion patents, smong thoss, 11 cases e mild, 35 ceses ae modevals and 14
cases ave senous. ANl excepl for CIN and cervic cancel
Curative methods: Start the trestment afte 3-Sdays when menstruation (s desn, Use the suppositony Time per two
days, 4 brnes @s one cinde. Usa antbiobc ssmaanenusly for thosa who have complicated adnextis
mnal ralatvaly Sanous vagings.

Dbservation of Curative Effect:
Grairg | N [T — Sacoret Priod of Tresmare

Tl [ s Effachivel oo Toc wriect |1t iy o | et [ Eecivnoinie | Mo eiect | Total Efcacy i )
g 11] 4 2 5 ] o 2 2 7 a 00
Modersin] 35 | 0 5 £l 2 - 1 ] ® | 0 100
Serns |14] 0 0 0 4 n 0 3 10 1 £
Tl |m0| # 1 a a w 3 13 a ' 8

Conchmion: Policris ien vagin pposiony has alwous curiing i

iy o uETe No pan on e atuomen and no+ i N e teseing. Espessaly fit for nonpames wormen

wnge of e

* 200 cases clinical observation on polic len vaginal supg

Application method: 3 days aftar menstruation is ciean. Use the supposiony for 1 picoo at the nex day. & pos as ono
crcie. Renview afler mensiruston. Trchomonss vaginids noods 1o roview 3 emes.

¥y curing vaginitis

Observation on curative effect:
Tyes of wagrils Cases Ot Elfective Effecsve Obvcns [-Mectve Hale Effecties iai=
Mymmic o ] 4 o 100%
Trchomonis: 52 50 2 E ) 100%
Hammnal ] kCl 10 BN 100%
Sarie 20 12 [] BOW 100%
Tom 20 178 24 i 100%

Conclusion: The chorscieisies of poioresen vagre seorsityy e ssisclvely Workerg on Be necie e es oy polfvigicsl Ssees |
can condensation palhogen organism and makes 10 ber plrranaiod. And ot
Pokcres 2w (esloyy ofl b A pewger e s areusly o B growth of physokg
rpkcly, aaned the e of lekorhogia. Fuhesronm | on s e ol on asttinging ke stop biesding o

e lere, nol affect e nomal sguermous.

* 50 cases for policresulen vaginal suppository curing acute cervi

Choices of cases: Among thess 50 cases of patisnts with cenvicsl amsion, 12 cases s mild (Grade | | 20 cases ars
modermin (Grade || ) 15 cases ar sorious{Grade| |1} 3 cases are conscal polyp.

Application method: Lise p vaginal ¥, 1 piooe por day, conbnues o use for 6-12 days.

Observation on results:

[ [ ewmeiancys

|
10| {

Efficency  Otwicus Efcency  Tolal Efelency

Conclusson: Polcrssute gl suppostony imikes iimologcs enleiel ssue and proten on columnas ephekal comguiate and ks of
Thee et s v hianm b e by Sssaies vt plsys 8 Anction drssting inferrrieon, sioppryg bessding, promatey the bessiog
o wesifid, buige of Condcsl muctss and shacding condylons Offarrg e theriy on prationts wilh securences of
OFOVICES CN 6t T8 D cursive e AN | 6 wom D sprescng

e thessgy nd




Instruction for

Usage of Policresulen Vaginal Suppository

Please read the instruction carefully and use the product under the advice of doctor

Warning: during pregnancy, especially in the last three months of pregnancy, any
treatment of the cervix should not be used, while the treatment of the vagina and its
surrounding areas can only be used when absolutely necessary.

JUJIAFENHUANGQUAN YINDAOSHUAN

policresulen vaginal suppository suppository

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:84149-0102

Route of Administration VAGINAL

Active Ingredient/Active Moiety

Ingredient Name

Basis of Strength Strength
POLICRESULEN (UNII: 6119M5GBO0G) (POLICRESULEN - UNII:6I119M5GB0G)

POLICRESULEN 1g in 90 mg

Inactive Ingredients

Ingredient Name Strength




WATER (UNII: 059QFOKOOR)

Product Characteristics

Color Score

Shape Size

Flavor Imprint Code
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Packaging
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Date Date
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Heilongjiang Tianlong Pharmaceutical Co Ltd 527931986 manufacture(84149-0102)
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