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l. DAT VAN DE:

OTC LA CHU' VIET TAC
OVER THE COUNTER

(Thudc khéng ké don)
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90%
 ——

Thudc di ing

Thudc giam dau

Phu nit c6 thai (PNCT)

la d6i trong dac biét

Thudc diéu tri bénh hé hap

Mua dé dang

¥

Pa dang

——————>
—————>

Khoéng phai thudc nao
cling an toan

cho (PNCT) .

D{r liéu nghién ctru

trén (PNCT) han ché

Viéc s&r dung thudc cho (PNCT) la van dé rat quan trong va can duwogc theo sat




Il. QUI TAC GHI NHAN (THEO FDA)

v" Sau tham hoa Thalidomide.

v/ N3m 1979 FDA dwa ra danh muc gébm 5 chi} cdi tiéu chuan dé phan loai hang muc rdi ro & (PNCT) cho

thudc ké don va khéng ké don.

v" Bang gébm 5 chitrcai: ABCDX.
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Il. QUI TAC GHI NHAN (THEO FDA)

Cac nghién clru khi tién
hanh thi chidng minh

thudc an toan cho pnct.

11/8/2019

Nghién cltu trén dong
vat thi khong hai cho
bao thai nhung thiéu
nghién clru ching
minh an toan trén
pnct hoac nghién ctru
trén déng vat chira cé
hai

nhung  thiéu

nghién cttu trén pnct.

Nghién clru trén dong
vat cd nguy co gay hai
cho thai nhi nhung
chua chirng minh dwoc
trén pnct hoac nghién
ciru & dv va pnct déu
khéng co gia tri. Nhung
viéc st dung cac thubc
nay cé thé chap nhéan
duoc khi loi ich vuot

tr6i hon nguy co.

Cé bang ching rd
rang vé nguy co thai
nhi & nguoi.

Nhwng viéc s dung
cac thudc nay co thé
chdp nhan dugc khi
loi ich vuwot troi hon

nguy co.

Cac nghién clu trén
dong vat, nguoi déu
ching minh gay hai
cho thai nhi hoac coé
bang chirng vé nguy co
thai nhi dwa trén kinh
nghiém cla con nguoi.
Thuéc chéng chi dinh
& nhitng phu ni* dang

hodc cé thé mang thai.




Il. QUI TAC GHI NHAN (THEO FDA)

Uu: ‘Nhuoec:

1. Pon gian 1. Chi hwéng dan lua chon thuéc chir khong
hudéng dan cach chdm séc thai nhi trong
thoi gian s dung.

2. GAay hiéu nham murc d6 nguy hai thai thai
nhi tang dan tlr loai A -> X.

3. Gay hiéu lam tat ca thubc trong cung loai
déu cd nguy co va tac hai giong nhau.

4. Bang phéan loai mo ho va khé ap dung 1am

sang.
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Il. QUI TAC GHI NHAN (THEO FDA

Vi nhirng nhugc diém trén nén 2011 FDA d3 sra d6i qui tic ghi nhan mai:

Prescription Drug Labeling Sections 8.1 - 8.3 USE IN SPECIFIC POPULATIONS

(effective June 30, 2015)

8" Pregnancy 8" E:ﬁg:s‘cl.’:!gond Delivery

8.2 Labor and Delivery 8.2 Lactation

includes Nursing Mothers

. NEW
8.3 Nursing Mothers Females and Males of
8.3 Reproductive Potential

Qui tic nay chi ap dung cho thudc ké don

11/8/2019 8
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Il. QUI TAC GHI NHAN (THEO FDA)

Qui tac ghi nhan CLARINEX-D® 24 HOUR Extended Release Tablets 2009
(desloratadine/pseudoephedrine sulfate)

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Pregnancy Category C:|There are no adequate and well-controlled studies of desloratadine and pseudoephedrine in combination in pregnant
women. Neither are there animal reproduction studies conducted with the combination of desloratadine and pseudoephedrine. Desloratadine was not
teratogenic in rats or rabbits but affected implantation in rats. Because animal reproduction studies are not always predictive of human response,
CLARINEX-D 24 HOUR Extended Release Tablets should be used during pregnancy only if clearly needed.

Desloratadine was not teratogenic in rats or rabbits at approximately 210 and 230 times, respectively, the AUC in humans at the recommended
daily oral dose). An increase in pre-implantation loss and a decreased number of implantations and fetuses were noted, however, in a separate study in
female rats at approximately 120 times the AUC in humans at the recommended daily oral dose). Reduced body weight and slow righting reflex were
reported in pups at approximately 50 times or greater than the AUC in humans at the recommended daily oral dose. Desloratadine had no effect on pup
development at approximately 7 times the AUC in humans at the recommended daily oral dose). The AUCs in comparison referred to the desloratadine
exposure in rabbits and the sum of desloratadine and its metabolites exposures in rats, respectively [see Nonclinical Toxicology (13.2)].

8.3 Nursing Mothers

Desloratadine and pseudoephedrine both pass into breast milk; therefore, a decision should be made whether to discontinue nursing or to
discontinue CLARINEX-D 24 HOUR Extended Release Tablets, taking into account the benefit of the drug to the nursing mother and the possible risk to
the child.

https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/021605s017Ibl.pdf
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Il. QUI TAC GHI NHAN (THEO FDA)

' 2.Quitic ghi nhdn nam 2011:

Qui tac ghi nhan CLARINEX-D® 24 HOUR Extended Release Tablets 2019

8 USE IN SPECIFIC POPULATIONS

RIS ummary

The limited available data with CLARINEX-D 24 HOUR in pregnant women are not sufficient to inform a drug-associated risk for
maijor birth defects and miscarriage. There are no adequate and well-controlled studies of desloratadine and pseudoephedrine in
combination in pregnant women. Neither are there animal reproduction studies conducted with the combination of desloratadine and
pseudoephedrine or pseudoephedrine alone. Desloratadine given during organogenesis to pregnant rats was not teratogenic at the
summed area under the concentration-time curve (AUC)-based exposures of desloratadine and its metabolite approximately 320
times that at the recommended human daily oral dose (RHD) of 5 mg/day. Desloratadine given during organogenesis to pregnant
rabbits was not teratogenic at the AUC-based exposures of desloratadine approximately 230 times that at the RHD. Desloratadine
given to pregnant rats during organogenesis through lactation resulted in reduced body weight and slow righting reflex of F, pups at

the summed AUC-based exposures of desloratadine and its metabolite approximately 70 times or greater than that at the RHD [see
Data].

The estimated background risk of major birth defects and miscarriage for the indicated populations is unknown. In the U.S.
general population, the estimated background risk of major birth defects and miscarriage in clinically recognized pregnancies is 2-
4% and 15-20%, respectively.

Data

Human Data

Pseudoephedrine

The majority of studies examining the use of pseudoephedrine in pregnancy did not find an association with an increased risk of
congenital anomalies. A few case-control studies conducted reported potential associations with isolated congenital disorders.
However, several similar studies did not find statistically significant associations. Methodological limitations of these studies included
small sample size, selection bias, recall bias, inadequate adjustment for risk factors, residual confounding, exposure
misclassification, and lack of information regarding dose and timing of exposure.

Animal Data

No animal reproduction studies were conducted with the combination of desloratadine and pseudoephedrine or
pseudoephedrine alone.

Desloratadine

Desloratadine was given orally during organogenesis to pregnant rats at doses of 6, 24 and 48 mg/kg/day (approximately 50,
200 and 320 times the summed AUC-based exposure of desloratadine and its metabolite at the RHD). No fetal malformations were
present. Reduced fetal weights and skeletal variations noted at doses of 24 and 48 mg/kg/day were likely secondary to the maternal
toxicities of reduced body weight gain and food consumption observed at the same doses. Desloratadine was also given orally
during organogenesis to pregnant rabbits at doses of 15, 30 and 60 mg/kg/day (approximately 30, 70 and 230 times the AUC-based
exposure of desloratadine at the RHD). No adverse effects to the fetus were noted. Reduced maternal body weight gain was noted
in rabbits at 60 mg/kg/day. In a peri- and post-natal development study, desloratadine was given to rats orally during the peri-natal
(Gestation Day 6) through lactation periods (Postpartum Day 21) at doses of 3, 9 and 18 mg/kg/day. Reduced body weight and slow
righting reflex were reported in F, pups at doses of 9 mg/kg/day or greater (approximately 70 times or greater than the summed
AUC-based exposure of desloratadine and its metabolite at the RHD). Desloratadine had no effect on F; pup development at 3
mg/kg/day (approximately 10 times the summed AUC-based exposure of desloratadine and its metabolite at the RHD). Maternal
toxicities including reduced body weight gain and food consumption were noted at 18 mg/kg/day for F, dams. F, offspring were
subsequently mated and there was no developmental toxicity for F2 pups observed.

8.2 Lactation

Risk Summary

Desloratadine and pseudoephedrine both pass into breast milk. There are not sufficient data on the effects of desloratadine on
the breastfed infant or the effects of desloratadine on milk production. Pseudoephedrine has been reported to decrease milk
production [see Data]. Pseudoephedrine has been reported to cause irritability in breastfed infants. The decision should be made
whether to discontinue nursing or to discontinue CLARINEX-D 24 HOUR Extended Release Tablets, taking into account the
developmental and health benefits of breastfeeding, the nursing mother’s clinical need, and any potential adverse effects on the
breastfed infant from desloratadine and pseudoephedrine or from the underlying maternal condition.

Data

Human Data

Pseudoephedrine

In a study of eight lactating women, who were 8 to 76 weeks postpartum and received a single dose of 60 mg of
pseudoephedrine, the mean 24-hour milk production was reduced by 24%. In the same study, the estimated mean relative infant
dose from breast milk (assuming mean milk consumption of 150 mL/kg/day and a maternal dosing regimen of 60 mg
pseudoephedrine four times per day) was calculated to be 4.3% of the weight-adjusted maternal dose.

8.3 Females and Males of Reproductive Potential

THIErity

There are no data available on human infertility associated with desloratadine, pseudoephedrine, or the combination. There are
no animal fertility studies with the combination or pseudoephedrine alone.

There were no clinically relevant effects of desloratadine on female fertility in rats. A male specific decrease in fertility occurred
at an oral desloratadine dose of 12 mg/kg or greater in rats (approximately 65 times the summed AUC-based exposure of
desloratadine and its metabolite at the RHD). Male fertility was unaffected at a desloratadine dose of 3 mg/kg (approximately 10
times the summed AUC-based exposure of desloratadine and its metabolite at the RHD). [See Nonclinical Toxicology (13.1).]
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l1l. CAC LOAI THUOC OTC THU'ONG DUNG CHO PNCT:

1 2 3
N
THUOC KHANG THUOC THUOCLONG  THUOC GIAM

HISTAMIN THONG MOl BOM VA TRIHO DAU VA HA SOT

ttttt ://www.aafp.org/afp/2014/1015/p548.html?fbclid=IwAR3yURsFteKrdM WTGOyqgLtXugQlcbOrGe4SOLW7Wv_ eoSL8BykX
9eTYSHE
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l1l. CAC LOAI THUOC OTC THU'ONG DUNG CHO PNCT:
1. Khang Histamines

% CO tdi 15% phu nit s& dung thudc khang histamine trong thdi ki mang thai dé diéu tri viém mii dj ing

hoac budn nén.

Khang

Thé hé ) Thé hé

. \ B )
Diphenhydr- : . . . . .
phenhy ‘ Bromphenir Clorphenira- Phenlramln-W Cetirizine | Loratadine W
https://www.aafp.org/afp/2014/1015/p548.htmI?fbclid=IwAR3yURsFteKrdM WTGOyqgLtXugQlcbOrGe4SOLW7Wyv eoSL8Byk
11/8/2019 e 12




l1l. CAC LOAI THUOC OTC THU'ONG DUNG CHO PNCT:
1. Khang Histamines

Danh muc e
% % ! u ? e 1.
Thuoc Loai thuodc nguy co’ * . Swr dung trong thai ky
. |nhau thai?
mang thai

Thuéc khdng histamine / thudc B —
, . . ung gi xytoci
chong nén thé hé thir nhat (khong B Cé INg EIONg OXy

(Benadryl) & liéu cao
chon loc)

- Thuéc khang histamine thé hé th ) o .
Brompheniramine . R C Co Dt liéu han ché
nhat (khéng chon loc)
Thudc khang histamine thé hé th ,
Clorpheniramine . ) ? ' B* Chuward Thubc duwoc lya chon
nhat (khéng chon loc)

Thudc chéng dj &ng / thudc théng
Pheniramine m{i (pheniramine 0,3% / C Chua ro
naphazoline 0,025%)

- Thudc khang histamine thé hé th . Thuéc thay thé cho thuéc khang
Cetirizine (Zyrtec) , B Chuvaro . , A
hai (chon loc) histamine thé hé th& nhat

Thubc khang histamine thé hé thu x x y ,
Loratadine (Claritin) ¢ ' B Chuars Thuoc thay thé cho thudc khang

hai (chon loc) histamine thé hé th& nhat 13

Diphenhydramine

Dit liéu han ché, viéc st dung han
ché sé& l[am giam cac rui ro.




l1l. CAC LOAI THUOC OTC THUONG DUNG CHO PNCT:
2. Thudc thong miii

< Gan 25% pnct tim cach gidam nghet miii khi nhiém trung dudng hd hap trén, viém mii di 'ng hodc

viem mdui thai ki.

Pseudoephedrine:
Phenylephrine: ]
, v" Thubc théng miii giao cam
v" Thubc théng miii giao cam ,
Qua nhau thai khong dang ké
bi qua nhau thai

v
v" Danh muc nguy co thai nhi (C)
Danh muc nguy co thai nhi (C) p

AN NN

\ Cé mdi lién quan dén di tdt bAm sinh nhuv tat
D{ liéu vé tinh an toan chua ré nén tranh dung

nit bung, hep rudt non, héi chirng teo nira mat.

& ba thang dau.

> Nudc mudi sinh | dang xit va bang dan théng mii 1a lwa chon an toan thay thé cac thuéc OTC dé

diéu tri nghet miii & PNCT.

https://www.aafp.org/afp/2014/1015/p548.htmI?fbclid=IwAR3yURsFteKrdM WTGOygLtXugQlcbOrGe4S9LW7Wv_eoSL8BykX
9eTYSHE
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l1l. CAC LOAI THUOC OTC THU'ONG DUNG CHO PNCT:
2. Thubc thong mi

v' Bang dan cé 2 |&p song song:

v' Mot 16p dudi la keo

v' M6t |1p |a nep nhua flexi, cac vat liéu gibng nhu 16 xo.

v" Khi bang dan c6 gang trd lai hinh dang ban dau, ching nang hai bén mii va lam réng

khdng gian trong miii.

https://www.breatheright.com/how-to-breathe-better/how-breathe-right-nasal-strips-work.html




l1l. CAC LOAI THUOC OTC THU'ONG DUNG CHO PNCT:
3. Thudc tri ho va thuéc long dom

Loai Nguy co  Diqua nhau

thudc mang thai thai? St dung trong thai ky

Cé lién quan yéu vdi khuyét tat ong than
kinh va thoat vi ben.

Cac nghién ctru chua dd dé chirng minh
L?ng C Chua ro & &

Guaifenesin , N
dom tinh an toan cua nd ¢ pnct.

Tranh st dung & 3 thang dau thai ki

Mot dong phan cla codein cd tac dung tri
ho khdng gay buén ngu.

Dung dextromethorphan cé thé gay qudi

Dextromethorphan Tri ho B Chua ro thai trong phdi ga.

Tuy nhién dudng nhu an toan trong thoi
ki mang thai.

https://www.aafp.org/afp/2014/1015/p548.html?fbclid=lwAR3yURsFteKrdM WTGOyqLtXugQlcbOrGe4SOLW7Wv_eoSL8BykX
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l1l. CAC LOAI THUOC OTC THU'ONG DUNG CHO PNCT:

4. Thudc giam dau va ha sot

Thuéc

Acetaminophen
(33%)

Aspirin

Naproxen

Ibuprofen

Loai thudc

Thuéc  gidm
dau/ ha sot

Salicylate
giam dau ha
sot

NSAID

NSAID

Danh muc nguy co’ mang thai

C trong ki 3 thang th& nhat va
th& hai, D trong ki 3 thang thw
ba

C trong ki 3 thang th& nhat va
th& hai, D trong ki 3 thang thw
ba

C trong ki 3 thang th& nhat va
th& hai, D trong ki 3 thang th&
ba

bi qua nhau
thai?

Co

co

co

co

St dung trong thai ky

Thudc duoc lya chon

Nén tranh trong thai ky
trir khi can thiét cho cac
chi dinh cu thé

Nén tranh trong ki 3 thang
thr ba

Nén tranh trong ki 3 thang
th ba

https://www.aafp.org/afp/2014/1015/p548.htm|?fbclid=IwAR3yURsFteKrdM WTGOyqlLtXugQlcbOrGe4S9LW7Wv_eoSL8BykX

9eTYSHE
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IV. KET LUAN VA CHIA SE:
1. Muc dich cua bai:

v Gitp dwoc st nam duwoc cadc nhdm thudc diéu tri cac bénh théng thudng (di rng, cdm, sot, ho) trén

PNCT dé tw van chinh xac, rd rang cho PNCT khi muén s dung.

2. Tém tat ndi dung thudc:

v' Thuébc khdng Histamin: Clorpheniramine (thé hé 1), Cetirizine (Zyrtec), Loratadine (Claritin) la
thudc duoc lwa chon dau dé diéu tri viéem mdi di i'ng hay buén non.

V' Thubc théng miii: Nén duoc st dung mot cach than trong trong thai ky, dac biét la trong ba thang
dau. Nwéc mudi sinh li dang xit va bang dan théng miii |a lwa chon an toan thay thé cac thuéc OTC
dé diéu tri nghet mi & pnct.

v Thuéc long dom va tri ho: PNCT nén sl dung cac bién phap dan gian nhu: ngdm mudi, uéng tra
glirng... truwdc khi can nhac dung thudc.

v Thubc gidm dau va ha sét: Acetaminophen |3 thuéc dwoc wu tién lwa chon.

11/8/2019 18




IV. KET LUAN VA CHIA SE:

3. Tir vrng chuyén nganh :

BEHIND-THE-COUNTER
(Thudc mua sau quay)

Similar to over-the-counter (OTC) status, BTC would allow a patient to access
medications at the pharmacy without seeing a doctor. Unlike OTC, however, access
would not be allowed without the intervention of a learned intermediary. But, unlike
a preséription medication, BTC would allow a patient to access drugs after an

assessment and decision by a pharmacist.
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IV. KET LUAN VA CHIA SE:

3. T virng chuyén nganh:

TRIMESTER
Qua trinh mang thai c6 ba tam ca nguyét, moi thoi ki tam cd nguyét duwoc danh dau boi su
phat trién cda thai nhi cu thé. Mot thai ky dwoc coi la dd thang & tuan 40, tré so sinh duoc
sinh trwdc cudi tuan 37 duoc coi la sinh non. Tré sinh non c6 thé cé van dé véi su tang

truwdng va phat trién cla chuang.

First Trimester Second Trimester Third Trimester

C S O

13 weeks 26weeks 40 weeks
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PATIENT MEDICATION SCHEDULE

PATIENT TIME o om0 o0 1000 1200 1300






