OueHKa phapMaLeBTUYECKOMU
CUCTEeMbl KavyecTBa.
[MpenMmyLLecTBa U 0COH6EHHOCTH

BHELLHero ayamuTra

OcmonoBcKkasa U.A

000 «JleKCOPAPMA»
Cyspganb 29 masa 2021 r

OonTumyc-
8 PAPMA B
000 “NexcAPMA
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OnbIT NnpoBeaeHUsA
ayJAMNTOB Ha
COOTBETCTBUE
Tpe6oBaHuAM GMP
c 2014 ropa

[MpoBeaeHo37
ayanTOB
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Llenb npoBefgeHMA BHeLWWHEro aygmrta

OueHKka papmayesmuyeckou cucmemsl Kayecmasa, 8 Mom
qyucsie U 20mosHOCMU npednpuamus K YycChewHoMy
NPOX0XKOeHU UHCheKyuu

OcHOBHOE NpeMMyLLecTBo nNpoeeaeHUA
BHellHero aygmra

[Tony4yeHue KoHPuUIeHyuaabHoU UHpopmayuu o cmeneHu
peasu3zayuu mpebosaHuu GMP Ha npednpuamuu 6e3
KaKux-1ubo peays1amopHbIX hocsiedcmsuu



3agaym nposeaeHUA BHELWHeEro
ayamTa

1. «Pa3spyweHne Mmmdos»

“ 1.1 «3TUX PYCCKMX He
NOHATb> >

nu «Poccutckoe GMP cusibHO
omaudaemca om GMP EU»




3aga4vm npoBeeHuUA
BHelWHero aygmra

s 1.2 «[loumBaHMe Ha
aBpax»

uau «Mbl npowsiu UHCheKyuu
HayuoHasiIbHo20, EsponeucKux
aMepUKAHCK020
UHCNheKmopamos»

VT

PEOPLE'S REPUBLIC OF CHINA

92 GMPIE

BT R % (2018) $K CUP EF 03019
CERTIFICATE 80 :
ol &R ARERESHABLARLT
MANUFACTURER :Shi azhuang Shinu Aninal Pharraceutical Co., Ltd
ML EREERAR EERIRAEHE
ADDRESS: South Distr ict of ShangZhuang Industry Zone, ShiJiaZhuang Gity
S8 B : RN, B, SR GR) /RN R, HIVRIN (&R
W, RN (SPRAR). REREASREDRINN (SFHRR).
RATERRAN (SHRAD
SCOPE OF INSPECTION:
SR, BATEARERE (B FRRGBAE) BX.
HRUE.

This is to certify that the shove mamufacturer cosplios with the
roquiressnts of Chinesa Good Nanufacturing Practices for Anisal Drugs.

AR 20184 12 4 12 AE 20234 12 11 A
VALID: 12/12/2018/-11/12/2023/

Japan Health and Nutrition Food Association (JHNFA)
Certificate of Compliance

Good Manufacturing Practice

This is to certify that, upon rigorous inspection, Toyama Factory
and Second Factory of UMEKEN Co., Ltd. is in compliance with the
requirements of JHNFA Good Manufacturing Practice (GMP) program
for dietary supplements, which is established in accordance with a
quideline issued by the Ministry of Health, Labour and Welfare on
February 1, 2005.

@ Autnorzed manaciuing process. Distary suppement
ermusaton process
orandes.powders abets, i, i)
Paciaging process.
(granues-pouders, tabes, pils, i,
soltcapsuls)
* Autnorzation numoor 117-8-04
.

Date: Noverber 18,2014

Sgnatuo: ¢

Tomonsa Srimoda. 11D,
Diector Genera, JHNFA

OonTumyc-
DAPMA

Fiscal Year 2020
U.S FOOD & DRUG ADMINISTRATION
FAD Food Facility Registration

TS CERTIFIES THAT.

appucant. Xian Furuize Bistzchrolagy Co.,Ltt.
P Ho. 1, Tangyan South Road, High-lsch Zon, Xfan,
Ghina

[onm— fot61640

UsFead & 10061640




3agaum nposeaeHUsA
BHeLWHero ayamra

* 1.3 «A cyabm KT0?>»

nnu «B Poccuu mpebosaHuss GMP ssenu

HedasHO, NO3MOMY
ayoumopsbl/ UHCheKmopbl He Mo2ym
uMemsb BbICOKOU Ksajsupukayuu»




3agayum npoeejeHuUA BHELWHero
ayauTa

119
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2. «A vyTO, B Poccnu ToxXe
€CTb perucrtpaumoHHble
AOKYMEHTbI? »

[Ipon3sBoacTBO npenaparta Ana PO ao/mKHO
COOTBETCTBOBaTb TPEOOBAHUAM PErnUCTPaLMOHHOIO
Aocbe



3ajayum npoeejeHUA BHeLWHero

ayamTa

3. «Yutaem 1
nepe4vymTbiBaem»

s 3.1 Yumaem u

nepedyumsisaem GMP

Bce BbiABN€HHblE HECOOTBETCTBMA UMEIOT CCbIJIKM Ha
cooTtBeTcTBYlOWME NyHKTbI [THIT]

OonTumyc-
DAPMA

5 Yactb 1 n. 67. In the acceptance area of raw materials and
(3.20) packaging materials, they gre not . protected from
the effects of weather conditions.
B MecTe pUEMKW  UCXOAHOIO  ChIDbS M HecyuiecteenHoe
YMaKOBOYHLIX MaTepuanoB He obecneueHa wux
3a81MTa OT BOZACHCTBUA MOrOAHBIX YCITOBMHA.
13 | Yactb 1 n.134. A log book was not provided for the sampling
(4.31) room, which should chronologically record any

operations carried out in this room: use, cleaning,
maintenance, etc. (during the video tour)
He bbin npenoctaBneH perucTpaloHHbIE Xy pHan

ANA NoMeuleHnsa AnA otbopa npob, B KOTOPoM B
XPOHOMOMMYECKOM nopsake JOSKHEI
PrKCcHpoBaTeCA M0bLIE onepayunm, NROBOASILKHECH.
B 3TOM [IOMELUeHWN: WCroIb30BaHne, yOopka,
TEXHUYECKOe OBCAyXHWBaHHWe W Tak fganee (Bo.)

BREMA, BMASOTYPA).

Minor

HecyuwlecteeHHOE



3agaym npoeejeHUA BHeLWHero
ayauTa

OonTumyc-
8 PAPMA B

119

000 “NekcDAPMA

3. «Yutaem
nepevynTbiBaem»

the documents. Retain these documents as per retention time of respective
document mentioned as per SOP CQA/097.

e 3.2 Yum
’0‘ ° u aeM u 6.1.11 Documentation shall be done with blue ball point pen on all type of documents

and records i.e. BMR, BPR, Log book. work sheets etc. IPQA shall use black

n e e Ll m IBGEM ball point pen, to provide comments/ decisions in BMR and BPR.
p u b 6.1.12 Handle missing pages of any document through Deviation Management
procedure as per SOP CQA/007 and perform investigation as per SOP

CBOU OOKYMeHMbI

B oTyéTe yKa3biBalOTCA npoueaypbl, TpeboBaHMA KOTOPbIX
BbINOJIHAKOTCA



3aga4ym npoBeJeHMNA BHELIHero
ayamuTta
4. Y Tbl KaKas...

AR

» bo/imyH HaxoOdKa 019 WnUoHa

s Henpu3HaHHbIe 2eHUU

s MecmHblie eypy

» Chacamesu ¢ paHmasueu u npoyue-
npoyue-npoyue

AR

AR

4

VYV Tbl Kakas..

’0

OueHMBaeTCs NoBeeHUEe NepcoHana, YMEHME Npe3eHToBaTb CB
NeAaTeNbHOCTb, CMOCOBHOCTb K MOHMMAaHMIO 3a/laBaeMbiX BOMPC
UT.A.



5. bbla y HaC
TOJ/IMa\...eMy
nepeBoAnTb, a OH
NblKa He BAXeT...Mbl
ero B KUNATKe U
cBapuau

= BbIA Y HAC TOAMAH-HEMYIH,
EMY MEPEBOAKTE, A O ALIKA HE BAXET.
\ MBI ETO... BKUITATKE H... CBAPHAH.

Fishki.net

OueHuBaeTCs 3HaHMe cneundmrieckom TEpPMUHONOTMU U
noBeJeHne BO BpeMs ayamTa



3agaym npoeejeHUA BHeWHero ayamra
6. (naBHoe!!! OueHka cooTBeTCcTBUA TpeboBaHMAM GMP

®CK npeanpuatms

OonTumyc-
8 PAPMA B
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HecooTBeTcTBUE B
TeM, YTO Ha npe
He npornuMcaHa M
BbIMOJIHAETCA
AeATeNbHOCTb, Tpe

GMP unn oHa nponmc
HenpaBWJ/IbHO

HecooTtBeTcTBME

BbI3BaHHOE TEM, YTC
Ha nNpeanpuATUn
nponuMcaHa




3apayM npoBefeHUA BHELWHEro ayamrta ﬁﬁ

110

Jlrobas 000 JlexcDAPMA
NpoBepKa
HOCUT
Bbl6OPOYHbIN
XapakTep

OCK npegnpuaTua nocne aygmra

HecooTBeTCTE




3apayum npoBeieHUA BHELLHEero ayamra "<

OonTumyc-
DAPMA B

110

OCK npeanpuartmna nocne BbinosiHeHMAa CAPA e

000 “NekcDAPMA

HecooTBeTCTBUA
TpeboBaHMAM GM
He BblSIBJIEHHbIE
npu ayamre

e R

o R A1

L
1




\
A Mbl camMm 4To, xyxe? Mnm o CAMOUHCIEKUUA

OonTumyc-
8 PAPMA B

110

®CK npepnpmaTMa nocsie caMOMHCNEKLMH

000 “NekcDAPMA

HecooTBeTCTBMA
TpeboBaHMAM GMP,
BblAB/IEHHbIE MpPU
CaMOMHCNEKUMH




\
A Mbl camMm 410, xyxe? Mam o CAMOUHCIEKUAN

OCK npegnpuaTua nocne BbINOJIHEHUA
CAPA no pesysibTaTaM CaMOMHCNEKLU UM

N

OonTumyc-
DAPMA B

110

000 “NekcDAPMA

HecooTBeTCTB
TpeboBaHUAM G
He BblSIBJIEHHbIE
CaMOMHCNEeKUUn



AYAUT 3aKkoH4YeH. Y10
aAanblue?

000 “NekcDAPMA

*+0OueHKka CAPA-nnaHa nocse ayamra

*»ConpoBoXaeHne UHCNeKumu (NnomMoLlb B NOAroToBKeE
OTBETOB U JOKYMEHTOB)

‘sKoHcantuHr npu coctasneHumn u peanmsaumm CAPA-nnaHa
noc/sie UHCNeKUUn |



KoMnaHua «JlekcPAPMA»
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[MpoBegeHne ayamntos OCK

: g 1 (3 «OnTumyc-OAPMA>

OnTumyc-
PAPMA

info@lexpharma.org

000 “ A
Bbi6op 3a Bamu! NexcDAPMA
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