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REFERENCE
PART NUMBER
(RPN)

ORDER
NUMBER
(GPN)

DEVICE IDENTIFIER
(D1)

LOT NUMBERS

HPW-35-150

G56149

(01)00827002561496-

14070921, 14108915, 14108916, 14129152,
14141997, 14170230

HPWA-18-150

G56161

(01)00827002561618-

14095646, 14174879

HPWA-18-80

G56162

(01)00827002561625-

14070920, 14174878

HPWA-35-150

G56173

(01)00827002561731-

14070910, 14070913, 14070914, 14070915,
14070916, 14070917, 14080810, 14104898,
14104899, 14104902, 14106628, 14106629,
14120473, 14120474, 14120475, 14122089,
14122091, 14122093, 14122095, 14122322,
14129155, 14129156, 14129157, 14129158,
14129161, 14129162, 14129163, 14131012,
14131013, 14131014, 14134680, 14134681,
14134683, 14134684, 14139356, 14142001,
14142004, 14142005, 14142007, 14147337,
14147338, 14147339, 14148371, 14160531,
14160533, 14160534, NS14095649,
NS14122100, NS14122327, NS14129168,
NS14131010, NS14131011, NS14131015
NS14133505, NS14142008, NS14147334,
NS14147335, NS14147336, NS14147336X,
NS14153793, NS14176970

HPWA-35-80

G56172

(01)00827002561724-

14156569

HPWAS-35-150

G56176

(01)00827002561762-

14112845, NS14062106, NS14080814,

NS14089120, NS14118843, NS14139358,
NS14142006, NS14144747, NS14148490,
NS14149799, NS14153797, NS14172915

HPWAS-35-80

G56175

(01)00827002561755-

14174876, 14174880, NS14104906,
NS14173970, NS14173971

HPWS-35-150

G56152

(01)00827002561526-

14118842

HPWS-35-80

G56151

(01)00827002561519-

14156572

RFPC-35-180

GO07937

(01)00827002079373-

14145420, 14145424, 14156909, 14156912,
14156916, 14164348, 14173577

RFSPC-35-180

G09608

(01)00827002096080-

14071906, 14091204, 14134663, 14134667,
14134669, 14134670, 14134673, 14134676,
14143872, 14143873, 14160997, 14184102,
NS14143735, NS14152903

RLPC-35-180

G07516

(01)00827002075160-

14103953, 14103956, 14143728, 14145412,
14145419, 14153927, 14156907, 14156908,
14156914, 14160996

RPC-35-180

G07518

(01)00827002075184-

14063361, 14087089, 14087092, 14117033,
14120926, 14120928, 14151216, 14151218,
14153159, 14158614, 14159695, 14159696
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	해당 공문의 목적
	자발적 회수조치의 사유
	Cook Medical은 해당되는 제품 Lot의 샘플이 유효기간 3년 test를 포함하는 Packaging test에 대해서 허용 기준을 충족하지 않는다는 것을 확인함. 이 실패는 외부 공급업체에서 Cook Medical에 공급한 재료로 인해 발생함.
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	잠재적 위험성



