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Pregnancy

When administered intravenously, diatrizoate salts cross the placenta and are evenly
distributed in fetal tissues.

No teratogenic effects attributable to diatrizoate meglumine or diatrizoate sodium have been
observed in teratology studies performed in animals. There are, however, no adequate and well-
controlled studies in pregnant women. Because small amounts of these agents may be absorbed,
and animal teratology studies are not always predictive of human response, these agents should
be used during pregnancy only when clearly needed.

Procedures including radiation involve a certain risk related to the exposure of the fetus.

Nursing Mothers

Diatrizoate meglumine is excreted in breast milk following intravascular administration.
Because small amounts of enteral gastrointestinal radiopaque agents may be absorbed following
oral or rectal administration, caution should be exercised when they are administered to a

nursing woman.
(202244 A K5 47)
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Pediatric Use

See WARNINGS, and PRECAUTIONS, General.

Local injury to the colonic mucosa, particularly in the presence of underlying disease which
interferes with intestinal viability, has been reported in cases where recommended doses and
dilutions (see DOSAGE AND ADMINISTRATION) were not used; when extemporaneous
dosage is elected, the polysorbate 80 level in the dose may be a contributing factor to injury.

WARNINGS (—#B$k1)

Dehydration: Administration of hypertonic Gastrografin solutions may lead to hypovolemia and
hypotension due to fluid loss from the intestine. A 1 in 4.6 (1:4.6) dilution of Gastrografin yields
an approximately isotonic 16.5 percent diatrizoate salts solution; less dilute solutions are
hypertonic and may lead to intraluminal movement of fluid with resulting hypovolemia. In
young or debilitated children and in elderly cachectic persons, the loss of plasma fluid may be
sufficient to cause a shock-like state. If Gastrografin is used in infants and children (under 10
kg) or in dehydrated or debilitated patients, the solution must be prepared using the specific
dilutions described in DOSAGE AND ADMINISTRATION. In debilitated patients and in
patients with electrolyte imbalances, postprocedural monitoring of hydration, serum osmolarity,
electrolytes and clinical status is essential. In pediatric or severely debilitated patients, the
maintenance of an open intravenous fluid line for rehydration may be advisable should
hypotension or shock supervene. Electrolyte disturbances must be corrected prior to the
administration of any hypertonic Gastrografin solutions.

Aspiration: Aspiration of Gastrografin into the trachea and airways may result in serious
pulmonary complications including, pulmonary edema, pneumonitis or death Bronchial entry
of any orally administered contrast medium causes a copious osmotic effusion. Therefore, avoid
use of Gastrografin in patients with esophagotracheal fistula and minimize risks for pulmonary
aspiration in all patients. If Gastrografin is given by nasogastric tube, the position of the tube

in the stomach must be verified before administration.

(202244 H W i)



XII. g &

1. B - BREESE IS L TERHIERE1T S 2Bl > TOSEEE

(1) #382
Y LR

(2) fRiE - BMAMRUORERSF1—J0@BM
LR

2. ZOMOBEERH
PR L

AN VGRS ERERER T ERY A B AT 7 —<TFE
https://pharma-navi.bayer.jp



BRAT7IIIRXFEITTRA—I—FERAMBE BHOEFAXFEHETEET,

AR OIS T4 RO - ZEA
MIXE

«n 41

149873411043

[RXFEIDFENAIFTFIRBURLESSEBIZE,
https://www.gs 1jp.org/standard/healthcare/tenbunnavi/pdf/tenbunnavi HowToUse.pdf

SR [(MEERERUELEDEL]

I\ A TIVEBFRA S
2 ABRmidEX4EE2-4-9 T530-0001
Bayer https://pharma.bayer.jp

[av#orE5—]

0120-106-398
<Z{IBFRE> 9:00~17:30(LHRB-H#HIABERL)

(202307) 0. 0(KO) PP-GAS-JP-0012-13-03



