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SGY TE HA NOI CONG HOA XA HQI CHU NGHIA VIET NAM
Dic Lip - Tw do - Hgnh phaic

Sé: 180001074/ PCBA-IIN Thdnh ph(f Ha Not, ngay 12 thang 06 ndm 2018

PHIEU TIEP NHAN
116 sa chng b tidu chuiin ap dyng cua trong thict by v e thugc logi A

. Tén cu 50 cong bd: CONG TY CO PHAN DUOC PI4AM DELAP
2. Dia chi- Pbong 309 nha B, 36 352 Guii Pbong, Plurong Pbuong Lict, Quin Thaoh Xuin, Thinh
phd Ha Noi
3. SO viln ban ¢ nghj cla co 56: 021 VDL-PML Ngiy: 05062018
4. Trang thict bi y 1é thuéc loai A
Tén trang thi& bj v t& GOLANIL SPRAY ORALE
Ching logi/mi sin phdm: 8723NA
Tén co 10 win xudt: Pharmolife Revmrch srl
Dia chi co =0 san xubt Via Alla Spiaggin 7/A, 23900 Locco ~ ITALY
Tiéu chudn ap dung: ISO 9001-2008, ISO 13485-2012
§. Thing tin vé chd 30 bdu trang thict biy té :
Tén cbo = bdu: Pharmalife Rescarch srl
Dya chi chu o hitu: Viz Allz Spiaggia 7/A, 23900 Lecco = ITALY
6. Thiing tin v¢ co 30 bio hanh:
(1) Tén oo =«0o: Cong ty TNI Diu tu va phit tricn Céang nghé NNT V)ét Nam
Dia chi: S6 6 Al, ngd 49, pbd Linh Lang, Phudng Cdog Vi, Quia Ba Dinb, Thinb phd Ha
Noi
Dién thoai ¢b dinh: 0943103787 Dicn thoai di dong:
7. Thiinh phiin b6 so

1 | Voo ban cdng bd béu chudn ap dung cin tmang thi& bj y 1é thudc loai A

J

Gihy chirng nhgn dal béu chuén quan Iy chit luung

Pho Tue chi bal tang thict b y te

Las

4 | Bdn phin loai trang thidl bi y 1¢

Phicu ticp nhin ho so cung bo da didu kién sun xuil trang thiet by ik ic hale (‘my chimg |
nhdn dat tidu chuiio qurm ly chd1 luong con hidu luc i thai diém ndp hé so cong bd 8
VOl ting thi¢t bi y t& phip khiu

n

6 | Giay oy quyen ciia cht 30 hdu trang thiét bj y 1&
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7 I Guay xac nhdn dg dicu kign bao hanh

S I Tai lide mé ti tom tit kY thudt TTBYT

9 | Gidy ching nhin hyp chuin hade Ban uéu chuan ma chu so hdu trang thiét bl y 1 cong
bo 3p dung
10 | Tai lide hudng din stz dung cua trang thid bj y 1¢

Mau nhidn <@ sir dung khi fuu hink i Viét Nam cio troag thiét b y 1€

NGUOI TIEP NHAN HO SO

Nguyén Dic Tudn
Chanh Vin phoog
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Pharmalife )|

RESEARCH

CHUNG NHAN SAN PHAM LUU HANH TU DO
Kinh giti: Nhitng nguoi ¢é lién quan

Chiing t6i, ciin cir vao hd so, tai liéu dang ky tai Phong Thuong Mai, Cong nghiép,
Thu Cong nghi¢p va Nong Nghiép tai Lecco, chimg nhin ring:

Cong ty PHARMALIFE RESEARCH S.R.L, ¢6 Vin phong ding ky tai Via alla
Spiaggia 7/A — 23900 Lecco — Italy, da tién hanh ding ky hogt dong thuong mai sé
02650800168 tai Phong Thuong Mai, Céng Nghiép, Thu cong nghiép va Nong nghiép Lecco
trong cac linh vyre hoat dgng chinh “Buén béan va bén 1¢ thuong mai san phém; san xuét cac
thue phém chirc ning bd sung, cic sin phdm my phim va thwong mai héa cac san pham dudi
day:

GOLANIL SPRAY ORAL

GOLANIL JUNIOR
Dya trén tai ligu va cde Chi thj cua Italy va Chau Au da ban hanh lién quan dén Thuc phim
chirc nang b sung.

CHUNG TOI TUYEN BO

Céc san pham Trang thiét bj Y & trén duoce phép luu hanh ty do va thuong mai héa hop phap
tai thi truong Italia, thudc loai I.

Gidy ching thye ndy dugc cap hop phap theo yéu cu ctia nha san xudt noi trén dé phuc vu
hoat dong xuat khiu sang Viét Nam.

Lecco (Italy), ngay 04/07/2017.

Dai di¢n hop phap ctia Nha san xuit (chu s¢ hitu) sén phim
Cong ty Pharmalife Research S.r.L.

Marianna Crupi

(da ky va dong diu)

Pharmalife Research S.r.l.
Vian phong ddng ky tai Via alla Spiaggia 7/A, 23900 Lecco, Italy- Tel: +39 0341 423093- Fax: +39 0341 423433, M3 s6
thué/IVA: 00772630141; Bang ky doanh nghiép tai Lecco 56 02650800168; email: info@pharmaliferesearch.com;
www.pharmaliferesearch.com
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GIAY UY QUYEN
LETTER OF AUTHORIZATION

Kinh giti:  Vu Trang thiét bi va Céng trinh y té - By Y 1¢
S& Y 'T'é thanh phd Ha Nji
To: Department of Medical Equipment and Construction — Ministry of Health
HA NOI DEPARTMENT OF HEALTH
Ching t6i, PHARMALIFE RESEARCH S.R.L, Via Alla Spiaggia 7/A, 23900 T.ecco - ITALY,
vGi tr cach 1a chu so hiru trang thiét bi y té bing van ban ndy uy quyén cho CONG 1Y TNHH
DAU TU VA PIIAT TRIEN CONG NGHE NN'T' VIET NAM, sé 19, ng& 390/3 Nguyén Vén Ci,
Phudng B& D&, Quéin T.ong Bién, thanh phd 112 Noi, Viét Nam duge lvu hanh tai thi trudomg Vigt
Nam céc trang thiét bj y (¢ sau:
1. GOLANIL JUNIOR
2. GOLANIL SPRAY ORAL

We, PHARMALIFE RESEARCH S.R.L, Via Alla Spiaggia 7/A, 23900 Lecco — ITALY, as the owner
of the medical equipment, hereby authorize NNT VIET NAM TECHNOLOGY DEVELOPMENT
AND INVESTMENT COMPANY LIMITED, no 19, lane 390/3 Nguyen Van Cu, Bo De Ward, Long
Bien District, Hanoi, Vietnam to sell in the Vietnam's marke! the following medical equipment:

1. GOLANIL JUNIOR
2. GOLANIL SPRAY ORAL

Chiing t&i cam két cung cdp, hd tro cée yéu cu lién quan dén thong tin, chét lugng va bao dam céc
didu kién vé& bao hanh, bao tr, bao dudng v cung cip vit Lu, phy ki¢n thay thé cdc trang thiét bj y
té néu trén.

We hercby undertake to provide and assist the fulfillment of requirements related to the information
and quality and ensure the requirements pertaining to warranty and maintenance and supply ol
materials and substilutes for such medical equipment.

I'hr Gy quyén nay c6 hiéu lue dén thoi diém: 31/12/2020.

This letter of authorizalion is effective as of December 31, 2020

' alla Spiaggia, ECCO
»d, Fise. 0 2 00168
rtita IVA 0 30141
Pharmalife Research s.rl.
s
| Sede: | P VA 00772630141 . s
: . . I Tel 0341 423093 | e iy taw | infodphar mlllllr_rt.st.arcl:‘ com
Fax 0341 423433 | e C.I 02650800168 wwaw, phiarmaliferesearch com

Via alla Splaggia, 7A



https://vnras.com/drug/

PHONG THUONG MAIL, CONG NGHIEP, THU CONG NGHIEP
VA NONG NGHIEP LECCO
Chimg nhén chit ky trén van ban phi hgp va duge luu tai Phong Thuong mai nay ma
khong xem xét ndi dung van ban.
Lecco, ngdy 07/05/2018
S6: 369/2018
Vién chirc duge iy quyén
Stefania Zamperini
ba ky va dong diu

CO QUAN PAI DIEN CHINH PHU TAI LECCO
Thira ity quyén B Ngu:u giao, horp phap hoa chir ky cua ba Stefania Zamperini, vién
chirc Phong Thuong mai theo didu 4 Luat 11/05/1971 sb 390.
Lecco, ngay 08/05/2018
Vién chire
F. Piccolo
Pa ky va dong dau

PAI SU QUAN
Cong hoa XHCN Viét Nam tai Cong hoa Italia
CHUNG NHAN ‘
Ban dich chinh xdc, phit hop véi ngi dung ban chinh bang tiéng Anh va Italia dinh
kem.
Roma, 24/05/2018

TL. PAI SU
Bi thu thir nht




https://vnras.com/drug/

Pharmalife )}

RESEARCTMN

FREE SALE CERTIFICATE

It is hereby certified that PHARMALIFE RESEARCH s.r.l., with registered office in
via alla Spiaggia 7/A, 23900 Lecco - ITALY, registered with the Commerce Chamber
of Lecco at number 02650800168, carries out a wholesale and retail trade activity
and manufactures food supplements and cosmetic products and commercialises the
product:

GOLANIL SPRAY ORAL
GOLANIL JUNIOR

According to Italian and European Directives relating to food supplements, we hereby
declare that the above product is freely sold as Medical Devices in the Italian
Market, class I.

This certificate is requested to trade in Vietnam

Lecco, July 4" 2017

Pharmalife Research s.r.l.

Sede PIVADOTT2630141
23900 Lecco Tel 0341 423093 Regstro imgrese o Lecco
Via alla Spiaggia, 7A

info@pharmaidercseanch com
Fax 0341 423433 e CF 02650800168 wavy phanmalifereseanch com
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PHONG THUONG MAIL, CONG NGHIEP, THU CONG NGHEP
VA NONG NGHIEP LECCO
S6 402/2017
Lién quan dén yéu ciu tgi viin ban nay, xudt trinh bai dai dién hop phép ciia Cong ty néi
trén, Chiing t4i chimg nhén ring ngudi dai dién hop phap ndy ¢6 du thim quyén ky cac vin
~ban sir dyung trong giao dich thuong mai voi nuéce ngoai va khéng chiju trach nhiém vé ndi
dung vian ban.
Lecco, ngay 14/07/2017
TL.TONG THU KY
Vién chire duge ty quyén
Stefania Zamperini
(P ky va dong déu)

THUA UY QUYEN CUA BO NOI VU
CO QUAN DAI DIEN CHINH PHU TAI LECCO
(Can c(r Diéu 4 Nghj dinh 1ap phap sb 390 ngay 11/05/1971)
Chimg nhén va hop phép hoa chix ky cia Stefania Zamperini, Vién chire duge Uy quyén
thuge Phong Thuong mai, Cong nghiép, Thu Cong nghiép va Néng nghiép tai Lecco.

Lecco, ngay 20/07/2017
Vién chire thira hanh
Antonio Di Palma
(P ky va déng dau)
PAI SU QUAN
Cong hoa xa hi chii nghia Viét Nam tai Italia
chimg nhdn:

Ban dich chinh xdc, phii hop véi ndi dung ban chinh bing tiéng Anh va tiéng Italia dinh
kém.

Roma, ngay 24./07/2017

Pharmalife Research S.r.l.
Vin phong dang ky tai Via alla Spiaggia 7/A, 23900 Lecco, Italy- Tel: +39 0341 423093- Fax: +39 0341 423433, Ma s
thué/IVA: 00772630141; Ding ky doanh nghiép tai Lecco s6 02650800168; email: info@pharmaliferesearch.com:
www.pharmaliferesearch.com
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CONG TY CO PHAN DUQC PHAM DELAP CONG HOA XA HOI CHU NGHIA VIET NAM
S6 01/TBYT-DELAP Djc ldp - Tu do - Hanh phic

Tp. Ha Noi, ngay 01 thang 03 nam 2018
PHAN LOAI TRANG THIET BI Y TE
Kinh giri: S¢ Y Té - BY Y Té

Cong ty C6 phan Dugc phdm DELAP xin giri 10i chao trin trong dén quy Cuc. Cong ty ching
toi dang lam thu tuc dang ky thiét bi y t€ cho hai san pham:

GOLANIL JUNIOR Xuat xtr: Cong hoa Y (Italia)

GOLANIL SPRAY ORAL Nha san xuat: Pharmalife Research s.r.l
Can ¢ Thong thu 42/2016/TT-BYT ngay 15 thang 11 nam 2016 cua Bg Y Té quy dinh vé viéc
thira nhén két qua phan loai trang thiét bi'y té. Phu luc “Danh sach cac nuée ma Viét Nam thira
nhdn két qua phén loai trang thiét bi y té - Danh sach cdc nwde khu viee chdu Au”, cong ty xin
gtri két qua phan loai cho hai san pham nhu sau:

.z Két qua phan loai tai Quy doi két qua tai
DA PR Cng hoa Y Viét Nam
GOLANIL JUNIOR Loai I Loai A
GOLANIL SPRAY ORAL Loai I Loai A

Két qua phan loai dugc thé trén Gidy chimg nhin luu hanh ty do (Free Sale Certificate) va
trén trang thong tin dién tir cua co quan co tham quyén tai Cong hoa Y theo Nghi dinh cua B
Y Té Y ngay 21 thang 12 niam 2009

Tra ciru phén logi san pham nhw sau:

Link tra ctru:
hittp://www.salute.gov.it/interrogazioneDispositivi/RicercaDispositiviServlet?action=ACTION
MASCHERA

Bude 1: Nhap tén nha san xuét tai muc: “Denominazione:”

Budc 2: Nhap tén san pham tai muc: “Nome commerciale e modello:”

Bude 3: Sau d6 Click tim kiém “Ricerca”

Cong ty xin cam két cdc thong tin khai bdo 12 chinh xdc. Cong ty xin chin thanh cam on!

PAI DIEN TO CHUC, CA NHAN




