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菲律宾医疗器械CMDN注册 - A类
菲律宾医疗器械CMDR注册 - B,C,D类
菲律宾医疗器械CDRRHR注册
有效期为 5 年

政府机关
菲律宾的医疗器械注册由卫生部内的器械监管、辐射健康和研究中心 (CDRRHR) 管理。为了根据东盟医疗器械指令协调菲律宾监管指南，菲律宾卫生部最近发布了 2018-0002 号行政命令。行政令引入了医疗器械的风险分类，以及对初始器械注册和更新的新要求。

医疗器械状态
提出治疗或医疗要求的仪器、机器、体外试剂、软件和类似或相关物品在菲律宾被视为医疗器械。

产品分类
当前的产品分类根据东盟医疗器械指令进行了协调，分为 A、B、C 和 D 四个等级，从低风险到高风险分类。新的审核时间和注册费用因风险类别而异：

A 类通知 (CMDN) 低等级 - 4 到 12 周，产品验证服务 - 政府管费 申请PhP7500, 评估PhP750, 年费PhP5,150
B 类注册 (CMDR) 中低等级-  180 天内，产品验证服务 - 政府管费 申请PhP7500, 评估PhP750, 年费PhP5,150
C 类注册 (CMDR) 中高等级 - 180 天内，产品验证服务 - 政府管费 申请PhP7500, 评估PhP750, 年费PhP5,150
D 类注册 (CMDR) 高等级 - 180 天内，产品验证服务 - 政府管费 申请PhP7500, 评估PhP750, 年费PhP5,150
IVD 不包括在此分类中。将针对体外诊断设备发布单独的行政命令。


设备符合性评估
2019 年 4 月 1 日实施的新法规要求进口和投放市场的风险 A 类医疗器械必须持有医疗器械通知证书 (CMDN)，风险级别 B、C 和 D 医疗器械必须持有医疗器械注册证书 (CMDR)在菲律宾。新规定将分阶段实施：

目前，所有 A 类医疗器械都必须有 CMDN，所有通知（在 2021-001-A 号通告中列出）B、C 和 D 类医疗器械都必须有 CMDR。
所有未宣布的（未在 2021-001-A 通函中列出）B、C 和 D 类医疗器械必须在 2023 年 4 月 1 日之前拥有初始 CMDN，然后在更新 CMDR 时需要更多参与。
注：最初，未申报医疗器械的截止日期为 2022 年 4 月 1 日，但预计菲律宾 FDA 将延长宽限期。浏览此处了解更多信息。
所有类别的设备都需要国家批准或参考国家批准。

申请材料
原产国医疗器械批准文件
符合 CSDT 模板的技术文件
设备描述、符合性证书、符合性声明、保质期声明和清晰、完整、彩色的标签图片
注册需要额外的文件，例如风险评估和临床证据。

质量体系合格评定
A、B、C 和 D 类设备都需要 ISO 13485 或 FDA 或日本 PMDA 的审核报告，以证明合法和/或实际制造设施的质量体系。
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监管效率
菲律宾的医疗器械注册相当简单有效。

菲律宾本国批准要求的例外情况：
严格用于研究、临床试验、展览和/或捐赠的新医疗器械免于申报和注册
使用豁免器械的研究人员和机构必须申请医疗器械营销证书。

有效期和续订
CMDN 和 CMDR 的有效期为 5 年，并且必须在初始批准后每五年更新一次。可以在 CMDR 或 CMDN 到期前 90 天提交续订。

根据旧规则颁发的注册证书 (CPR) 将一直有效，直至到期，届时许可证更新申请将生成一个新的 CMDN，有效期为 5 年，费用为 5,150 菲律宾比索（110 美元）。根据旧规则签发的豁免证书 (COE) 有效期至 2021 年 11 月 3 日，或签发后两年，以较短者为准。

关于产品分类，请参考下表
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ANNEX A

LIST OF MEDICAL DEVICE

CLASS

ABDOMINAL PAD

ABSORBABLE HEMOSTATIC AGENTS

I)>

a. Absorbable Hemostatic Agents Non-Collagen Based

C/D

b. Absorbable Hemostatic Agents, Collagen Based

Cc/D

ACCESS/INJECTION PORTS

ACETABULAR

ADAPTOR/CONNECTOR (ALL TYPES)

ENEYEN

ADHESIVE, ALL TYPES

a. Adhesive Tape

b. Adhesive Bandage

ADMINISTRATION SET, ALL TYPES / DELIVERY SYSTEM

a. With needle

b. Without needle

b.1. Fluid/Medicine/Parenteral Nutrition

b.2. Blood/Body Liquids/Gases

ANCHOR, PREFORMED

ANESTHESIA SET

10

ANNULOPLASTY RING

11

APHERESIS KIT/ CELL SEPARATION KIT

12

ARTIFICIAL SALIVA

13

BANDAGE

a. All types

b. Self Adhering Wrap

14

BASE PASTE

15

BIOPSY NEEDLE/INSTRUMENT, ALL TYPES

16

BLOOD BAG

17

BLOOD TRANSFUSION SET/KIT

18

BONE MARROW COLLECTION/ TRANSFUSION KIT

wmnm>>>|>mcm>m§|w|>>|>nn

19

BONE WAX

Q
o

20

BREATHING CIRCUIT

21

BURR, DENTAL/SURGICAL/ORTHOPEDIC

22

CANNULA, ALL TYPES

Ig w

a. Reusable

b. In contact with the CNS' and CCS?

c. Through body orifice

d. Short term® use, Single use, Disposable use

23

CAP (DISINFECTION, SEAL, TAPER, DEAD END)

24

CARDIOTOMY RESERVOIR

P
w|>|w @ o>
o

25

CATHETER, ALL TYPES

a. Short’ term use

b. Long* term use

c. Through body orifice

d. In contact with the CNS' and CCS?

26

CAVITY LINER

27

CEMENT, DENTAL/BONE

a. Cement, Dental

>
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[}

b. Cement, Bone Synthetic

Q
S

c. Cement, Bone Natural

o
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28 | CENTRAL VENOUS BLOOD PRESSURE KIT D
29 | CERVICAL COLLAR A
30 | CHEST DRAINAGE KIT B
31 | CLINICAL THERMOMETER [T |
a. Active type B
b. Analog typte (Execpt merurial type) A
2 lcir e
a. Invasive C/D
b. Non-invasive A
33 | CLIP APPLIER R
a. Reusable A
b. Single use B
34 | CLOSURE DEVICE; SKIN STAPLER (INCLUDING REMOVER)
a. Non invasve B
b. Invasive C
35 | coiL e
a. Endovascular Coil C/D
b. Neurovascular Coil D
36 | COLLAGEN D
37 conpom s
a. Condom All Types €
b. Condom with spermicide D
c. Condom - Natural Membrane D
38 | CONICAL/CORNEAL RING SEGMENT B/C
39 | CONTACT LENS SOLUTION c
40 | CONTACT LENS, INCLUDING COSMETIC CONTACT LENSES B
41 | CORSET CAST A
42 | COTTON (medical/hospital use) _
a. Cotton A
b. Paddie, Cottonoid B
43 | CYTOLOGY BRUSH ( Biopsy, General & Plastic Surgery)
a. Body orifice A
b. Surgically Invasive B
44 | DENTAL RESTORATIVE MATERIAL
a. Filler,agent,tooth bonding B
b. Etching Varnish Suspension A/B
45 | DIALYSATE CONCENTRATE FOR HEMODIALYSIS C
46 | DIALYZER B
47 | DIAMOND DISC A
48 | DISINFECTANT OF MEDICAL DEVICES €
49 | DISSECTOR
A. Reusable A
B. Single Use B
50 | DRAINAGE POUCHE (ALL TYPES) A
51 | DRESSING _
a. Dressing A
b. Dressing w/ absorbable component B
c. Dressing with medicine D
d. Dressing with biologic D
52 | DRILL BIT, BONE/SURGICAL A
53 | DRUG DELIVERY EMBOLIZATION SYSTEM D
54 | DRY POWDER INHALER (WITHOUT MEDICINE) A
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55

EAR WAX REMOVER (NON ACTIVE)

56

ELECTRODE NEEDLE/PENCIL (ELECTROSURGICAL)

57

EMBOLIC PROTECTIVE DEVICE/SYSTEM

58

ENDOSCOPIC HARVESTING INSTRUMENT

a. Re-usable

b. Single Use

59

EPIDURAL PROBE

60

EVACUATOR

61

EYE LIGHT SHIELD

62

FEEDING SET

a. Feeding Set thru body orifice

b. Feeding Set surgically invasive

63

FILLER

a. Absorbable (All Types)

b. Non Absorbable

64

FILTER (to filter bacterial and/or viral cross contamination which will be introduced to the
patient)

65

FLOWMETER (All Types)

66

GASTRIC BAND

67

GAUZE

a. Gauze

b. Gauze, internal sponge

c. Gauze with medicine

d. Gauze with biologic

68

GINGIVA FORMER

69

GLOVES-

a. Examining, Non-sterile gloves

b. Surgical, Sterile Gloves

70

GRAFT

a. Absorbable

b. Non-Absorbable

71

GUIDEWIRE, GUIDE CATHETER

72

HEART VALVE

73

IMPLANTABLE DEFIBRILLATOR

74

IMPLANTABLE HEARING DEVICE

75

IMPLANTABLE LEAD

76

IMPLANTABLE PACEMAKERS

77

IMPLANTABLE PROSTHESIS

78

IMPRESSION MATERIAL

79

INFLATION DEVICE

80

INTRAOCULAR LENS

81

INTRAUTERINE CONTRACEPTIVE DEVICE (IUD)

82

INTRODUCER

83

KNOT PUSHER

a. Reusable

b. Single use

84

LANCET

85

LARYNGEAL MASK

86

LUBRICATING GEL/JELLY

a. External

b. Internal

87

LUER LOCK
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88

LUMBAR PUNCTURE TRAY/KIT

89

MASK_(silicone facemask, full mask, anesthesia, oxygen)

90

MOISTURE/LUBRICATING EYEDROP

91

NASAL SPRAY (WITHOUT CLAIMS)

92

NASOPHARYNGEAL AIRWAY

93

NEEDLE (all types) except for tattoo and acupuncture

94

NEUROVASCULAR REMODELLING DEVICE

95

NON-STEROIDAL CREAM/ SKIN BARRIER (TOPICAL)

96

OPHTHALMIC DROP/SOLUTION

97

OPHTHALMIC VISCOELASTIC DEVICE

98

ORTHOPAEDIC WIRE

99

PEN INJECTOR

100

PERCUTAENOUS RETRIEVAL DEVICE

101

PLASTER OF PARIS

102

PLASTER/PLASTIC STRIP, ALL TYPES.

a. Gauze

b. Gauze, internal sponge

c. Gauze with medicine

d. Gauze with biologic

103

RECONSTRUCTION KIT/DEVICE; FIXATION DEVICE

104

RENAL DILATATION SET

105

REVASCULARIZATION DEVICE

106

RETRACTOR

a. Reusable

b. Single-use

107

'SCALP VEIN INFUSION SET

108

SEALANT

a. Wound Sealant

b. From animal source

109

SHUNT SYSTEM

a. All types, except for CNS' and CCS?

b. For CNS' and CCS?

110

SILICON OIL IN VIAL FOR OPHTHALMIC USE

111

SKIN BARRIER FOR OSTOMY USE

112

SKIN TRACTION SYSTEM

113

SODIUM HYALURONATE

a. Animal source

b. Non animal source

114

SPINAL ANAESTHESIA KIT

115

SPINE SYSTEM

a. Implantable with Direct contact with CNS'

b. Implantable

c. External or Non-implantable

116

STENT

a. Short Term® except those touching CNS' and CCS?

b. Long Term* except those touching CNS' and CCS?

c. Short’ or Long Term* touching CNS' and CCS?

117

STOMA ADHESIVE PROTECTIVE POWDER/WAFER

118

STOP COCK

119

SURGICAL BLADES, ALL TYPES

A. Reusable
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B. Single Use

120

SURGICAL DRAPE, STERILE

a. Drape

b. Drape with Self Retaining Finger Cot

121

SURGICAL KNIFE, STERILE

122

SURGICAL MESH

123

SUTURE (WITH OR WITHOUT NEEDLE)

a. Suture, Nonabsorbable, Synthetic

a.1 In contact with CNS', CCS?

a.2 In contact with deep tissue

b. Suture, Absorbable (from animal source)

c. Suture, Absorbable, Synthetic

d. Suture, Dental

e. Suture, Non-absorbable, short-term

f. Suture, Steel

124

SUTURE ANCHOR

a. Non-absorbable

b. Absorbable

125

SYNTHETIC CAST PADDING

126

SYRINGE

a. Syringe with Needle

b. Syringe without Needle

127

TAPE, SURGICAL/MEDICAL

128

THROMBECTOMY SET

129

TISSUE EXPANDER

a. For breast implant

b. Other parts of the body

130

TRACHEOSTOMY KIT

131

TROCAR SYSTEM

a. Single use

b. Reusable

132

TUBE, Other Types

133

UMBILICAL CLAMP

134

VASCULAR ACCESS SYSTEM

135

VENTICULAR PROBE

136

WOUND DRAINAGE KIT

137

ALL OTHER IMPLANTABLE MEDICAL DEVICES (IN PARTS OR IN SYSTEM)

a. Active Implants

b. Heart Implants

c. Brain Implants

d. Breast Implants

e. Spinal Implants

f. Dental Implants including Abutment

g. Orthopaedic Implants

h. All other implants
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Footnote :

CNS' Central Nervous System - refers to the brain, meninges and spinal cord.

CCS* Central Circulatory System -means the major internal blood vessels including the following:

« arteriae pulmonales (pulmonary artery);
« aorta ascendens (ascending aorta);




