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Taras Liaskovskyi*

Head of the Pharmaceutical Department of the MoH

Oleksandr Yusupov

Head of Inspection Department, SMDC

Victor Kasianenko

Deputy Head of Inspection Department, Head of the
Division of certification of medicines manufacturing

Iryna Kravchenko

Inspector, SMDC

Olena Rechkina

Head of the Licensing Department, SMDC

Valentyn Kyreiev

Inspector, SMDC

lana Zakrevska

Chief of the Sector of internal audit

Iryna Fedenko

Deputy Head of Communication and International
Affairs Division

Mykola Kholodenko

Head of Communication and International Affairs
Division

Roman Markin

Head of the Central Laboratory for Drugs Quality
Analysis and Medical Products ( Central Laboratory )

Tetiana Manilevych

QA Manager of the Central Laboratory

Iryna Diduk

Deputy Director of the Central Laboratory

Valentyna Zhernoklov

Inspector at the Central Laboratory

Olena Krychevska

Head of the Ukrainian Pharmaceutical Quality Institute

(UPQD)
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Inspector at the UPQI
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%2~ PIC/IS R R HIEIFRERFEE

— ~ PIC/S & B HRREHB L

PIC/S 4HAR & B EMEKEGE - W OETL— &Y BRI AT
BT ~ SHEGIE - SRRMF R B R R - DU RS
B GMP BRI ~ FEERS & ~ JEHIEE ~ FEEIFE MM TR T ERE
EFHTT PIC/S BN B EEmIE A A E R4 YK - PICIS & BB H T
MBS REEANT

(—) Guidelines for Accession to the PIC Scheme (PS/W 14/2011, Rev. 1)

st IEFHR RIS ~ oVl NRTRIR S AHRARER 555
() Questionnaire for Assessment (PS/W 1/2011)

WEBAVRREZ e 2 G B > ZHER MM EER - WA S ks
/N -

(

[1]

PIC/S Audit checklist (PS/W 1/2005, Rev 2)
S 11 ERH ~ 51 79 TR - B/ NHIRIE R AR
SR EMEEAER » SR B SUREREE - B EfEEE
fir ~ B AT = (NER) - KEBEREE SR S AR EE T
BT -
(P9) Joint Reassessment Program  ( f&§f% JRP) (PS/W 9/2000, Rev. 5)
stHH PIC/S & BB R (F3E W AHRA(F R AR R B (U
1. JRP procedure (PS/W 10/2005) : ZE4H{EERIE ©
2. Procedure for Observing Inspections (PS/W 10/2002, Rev.2) :
i [F L R 22 B (SR I TR SRR
3. Criteria for observing inspections (PS/W 11/2002, Rev.2)
EDEES P A B A AE JT BRI B I IEAE -
4. Reassessment report (PS/W 12/2002, Rev.1) : FHEF#EE &5 2 F& = -
5. Confidentiality agreement (PS/W 15/2005) :
SE R EHF B IREE - BT ERGE R E ML PIC/S FaTE
F -



(FL) Travel Guidance for on-site assessment visits (PS/W 09/2014)
AR TE A - SV Bz & BT 2 MR R B R B
IH o

(75) Recommendation on Quality System (PI 002-3)
PIC/S R RE BB AnE 8 Z 0K -

— - PIC/IS g R FTHEERHE

PIC/S N e B &M TRV S X5 - A G HFEEREE - £ 11 (F
T~ 5T 79 THFEE P T REE R RIH HE AT
(—) ILERGER S5k K HEE (Legislative and Regulatory Requirements

and Scope )

KER-E M A AE=Y
1A - Empowering legislation | Critical XFEREE
1B - Conflict of interest Very important | SXHERIZEE

=R USRI HREK A
(=) AHEETR (Regulatory directives and policies )

KER-E M AR
2A - Procedures for Very important | SLAFERIEE
designating inspectors
2B - Enforcement Policies — BEE 7B F
2C - Code of conduct/ Code | Very important | X {FERIEE
of ethics
2D - Training certification — B AC FZFE
policies/guidelines
2E - Alert/crisis management | — BE[E] 8A EBEF
policies/procedures/guideline
s
2F - Organisational structure | — BEE 11A FZEE

(=) GMP % (GMP Standards)

RKEE L BRI
3A - Details/ scope of GMP | Critical XFEREE
3B - Process validation - PBEE 3A EEF




()

(f1)

()

fEEH

Z )5 (Inspection resources )

RERE HEEM ELADAEY
4A - Staffing: Initial Very important | SUAFERIEA
qualification HiE A& AL
4B - Number of inspectors Very important | SLFERISER

AR AL
4C - Training programme Very important | XAFERIER -
B EE & AL
4D - QA mechanism to assure | - Bt[E] 4C EHE
effectiveness of training
programme
FEEANEZEFZR (Inspection procedures )

REHE HEM A=

5A - Inspection strategy Very important | SCAFERIEESR -
EHEHEE & HEAL

5B - Pre-inspection Very important | SCAFERIEESR -

preparation Fir e EFEE EAL -

Bzt (BREES
bR LA SEE B R AE

BT )
5C - Format and content of | Very important | X & RIEHEE -
inspection reports Bz &
5D - Inspection methodology | - Bt[E] BE HEF
5E - SOP for conducting Critical NHEREE
inspections Bz A
5F - Inspection procedures - | Very important | SCAERIEESE -

Post-inspection activities

B ATE AR -
Bl AR

5G - Inspection procedures —
Storage of inspection data

Important

THERIEE
B2 &

FEBREQHEAE (Inspection Performance Standards )

RE-E HEEM AR
6A - Performance standards Very important | 5] 11A &
s T R AER (Enforcement powers and procedures )
REHE 20 AR




WA

(L)

(+)

7A - Provision for written
notice of violations

I 7B 27

7B - Non-compliance Critical XAEREA
management R U R k= KiA
7C - Appeal mechanism Important XFEREE
R UEEY k= KiA
7D - Other measures - Bf[E 7B HEE
BCNEL G iR T 2245 (Alert and crisis systems )
REHE HEM Z7=0
8A - Alert mechanisms Critical XFEREE
s A AL
8B - Crisis management - Bt 8A HEF
mechanisms
8C - Alert performance Important B REE
standards
wa o traYaE ) (Analytical capability )

REE HEM =

9A - Access to laboratories Critical HEREE
i EfE A& B -
HEitshEERE

9B - SOPs for analytical Very important | SCAERISESR -

support B EERE

9C - Validation of analytical | Very important | SC{F&RIEER

methods B EERE

BLAELZ+EE (Surveillance programme )

RFEE HEM Zar7=(
10A - Sampling and audit Very important | SLAFERIEER
procedure B EEE AL -

EWEEERE
10B - Recall monitoring - BtlE] 7B EEE
10C - Consumer complaint | Critical XHERIEE
system B AfE & AL

10D - Adverse reaction
reporting system/ procedures

I GMP RF & HEAERE

10E - Medicinal product

fF[F] 10C = 5F




defect reporting system/
procedures

(+—) WEEHEZ% (Quality management system )

RE EENR EAEY

11A - Quality management Critical HEREE
system

= - B[] SMDC f8& R BEE L EM IR S ER

fE[F SMDC f§& Sjtbig - HIEIZIEE BT HITT GMP ERHEA(E

%~ BREOTHEEETE 0 AR PICIS § B ERFERIRNVEZE S TR — - &
A B & FEHEE SMDC BIE#T = KRIEFEUH GMP ERHIZE
B> HERVERL - AR

TEH B 2 HBAEA RS & - FEE BFllaRBER - FEAE T BRRES -

&R DA EZ K GMP & CRERIEERE A 7 UL R AE E&E@ﬁ{%i’

A S B A o AH BRI ) -

ERCERAE S HIE AR (EERE R (SOPs) #ifT -

B TIZBE B ERE S 25 2 B EERAHR R L &R T LETE -

B A & WA 2 T{F (Pre-inspection Preparation ) =275 {{i% SOPs 4T °

EAZHEFIEL757% (Inspection methodology ) /275 {{<#5 SOPs T -

A F SRS PG BT T SR & /{95 SOPs $1{T -

FEE B S IRIEEIEST AEE e Aat E B, -

RS GMP BURBISIEZ SR - WIBREBAERARNZ -

BRI PIC/S ORI ABERFE TS -

TS IRIBERE R 2 B %N 2 GMP 75& 1 -

e BRSSO R A S T B ( S E TR ) - Wik

TRE R SE BRI

W% 1TE) (Post inspection activities ) & (K SOPs {1 » WiE %

AR AL R R IVIREICE BUERTE) (RS ) -

EEB BT R Y —2E

BT GMP ERZHVFEE - vl & ST A At e PRy RS A AY -



V0 ~ BT REEE B 14RE State Service of Ukraine on Medicines and Drug
Control (f&f% SMDC) f&§/

B v T R 27 24y S S5 (The State Service of Ukraine on Medicines
and Drug Control, SMDC ) %%

N

St 2E D (Ministry of Health ) [/ 2 B

B> AREEEHEELZENWEER  HEEEMEE R © EEEL

CEIRRRREESD ~ R R EE « VRIS ) ~ [FORIEE R BHRasts 2 Eimi/ig
B RARRE RRUSHE (GMP) ~ (B RAEHMH (GDP) ¥ GXP i &1t

& - SMDC Ji» 2011 A IE= kB PICIS & & -

SMDC A ERZEEEARRARYEFT - £y 3T AIELFT (Licensing

Department) | ~ " #2359 ( Inspection Department ) | ~ T &5 5L #FY

ninialag =N
( Medicines Quality Department ) J¢" Jifi i £ 5L 50 27 B4 & 40 P9 Department and

State Regulatory and Control in the Sphere of Narcotic Products Department ) |
Al ={EH P81 EE L GMP &R AHRA - SMDC 242 it fiE — -

Organization chart

| HEAD
of SMDC e

Resource management

Sector of internal audit
and quality management system

Personnel management

Legal support division Gl e DR s 25 regional
division division o L international affairs division administration sector SMgDS
Division Chief specialist [ . . - authorities
Accounting of communication on cc:uption Chief specialiston Chief specialist Division
and planning with Authorities et mobilization of the regime- of common
division S — i training secret work administrative work
LICENSING INSPECTION DEPARTMENT DEPARTMENT OF THE STATE
DEPARTMENT DEPARTMENT OF THE MEDICINES QUALITY REGULATION AND CONTROL
IN THE SPHERE OF NARCOTIC
Division of medicines Division of medicines D“”Z?&:’:ﬂtii?:;tw" PRODUCTS
production licensing production certification I
aboratory control Division of licensing
ivisi f the controlled substances
Division of good Division of the state control °
Division of distribution i q marketing activities
' ! > pharmaceutical practices of medicines imported
and retail trade licensing and control of compliance into Ukraine o )
with licanse conditions of Division of quota and issuance
Sector of licensing distribution and retail trade Division on organization of authorlzatlans for import, export
methodology of the state quality control or transit of controlled substances
Division nfthle state market of medicines
surveillance Sector of combating diversion
Sector of work with of legitimate traffic of controlled
CONVENTIONAL SIGNS reclamations about substances, and menitoring in
Structure subdivisions covered by SMDC quality medicines quality the sphere of controlled substances
management system requirements e feath Division on control of compliance
[ structure subdivisions partially covered by SMDC quality |oftheecdc: :rton:ge::::aaclzi:mes with license conditions for
management system requirements P controlled substances circulation

& ~ SS5ehE SMDC dHARA IR

{IE s A SMDC 2 &E - S Misirgy 115 R Egm %

REE T ELERRE (K
TR E AR ) o 5T 195 {[E#L4E KL (manufacturing sites ) » 4 ZE &% Y
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TR EREES - BRI E BT — R IS AP - HBIRRIERE GMP
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FRE e EEE ) 2010 42 6 H 1A PIC/S 40452 A5, - BERHe2
PIC/S — % ¥ NG aEf2F - 4 2011 £ 6 H PIC/S A4 IR EE & i
TTEETHE > 2012 A 5 Se AT A BT PIC/S 28 35 g EFEAY , I
Zf«}ﬁﬁfﬁ PIC/S & B—8([F& - BEEE 1 2013 4 1 H 1 HELIEZEAR PIC/S 4H4%

A3 EGE - DILHER - TR EZEZAIF 2021 FEH257 PIC/S & B &S FF

2010-2012 FH B 55 PIC/S A g HAfE » ek Z PICIS & B &SR
A% (PIC/S Audit checklist ) &K -RE 89 JEFERE - H a¥islk B o A v 25 [ 6
GMP - IH{THY PIC/S & B EA&aFlARAE CERERGY ~ K5 R — R E-E 79 17
fEfE - HePisuEag AR 4% GMP HEBH A B EH - (B 48 RSN
{EZ (Good Distribution Practice ) 7 TAZELEHH - [ | 2012 4£325 » FiEHEEEE
% MEREREAEET - BEEE IR BN #EEE L GMP B EHEEH] (Fla0 :
2015 4F 12 H 31 HIFREERg = H 5 E i GMP) 55 o At - @Eﬁ%?ﬂlﬁl
CIER R TR/ NG - IR aoRT i & B EAS Pl e E H - Bt
BATEUR - KA PICIS & B EA& R TRE < S (R1FE  PIC/S F‘:ﬁ%)ﬁ’z GMP
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