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[ETcT\J_XTb^cXEbJ<bS_X_TQb7
OJQ^nQ^ncXEbJ<bST\[QSb]cN[b^ZbJZcEbJ<_^QNb[Q_^c[_cT\J_XT
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O^]W\UQb�jR]UgYW]QYU�lW]�Y_U��^QSRYr�Wl�uUVRgRbUX����UQSY_qQ]UI
qW^bgRS�Wl�O^]W\UI�qf�@FFEBI�n>B=FJAI�fY]QXpW^]cI�n]QbgU

bY?@AGR@7 �_U Q]YRgSU VUXg]RpUX Y_U _RXYW]r Wl Y_U O^]W\UQb o_Q]PQgW\WURQI m_Rg_ RX Q ^bR�^U XW^]gU Wl \_Q]PQgW\WURQS V]^c �^QSRYr
XYQbVQ]VXI bWY WbSr lW] Y_U O^]W\UQb \Q]Y Wl Y_U gWbYRbUbYI p^Y lW] Y_U UbYR]U \_Q]PQgU^YRgQS mW]SV� �_U O^]W\UQb o_Q]PQgW\WURQ _QX
cQRbUV Y_U XYQY^X Wl Q gWSSUgYRWb Wl ]USRQpSU �^QSRYr XYQbVQ]VX lW] PUVRgRbUX QbV Y_UR] gWbXYRY^UbY gWP\WbUbYX� �_UXU XYQbVQ]VX Q]U Y_U
pQXRX lW] Y_U XQlU ^XU Wl _Rc_>�^QSRYr QbV QllW]VQpSU PUVRgRbUX pr \QYRUbYX� �_U YU[YX Wl Y_U O^]W\UQb o_Q]PQgW\WURQ YWcUY_U] mRY_ Y_U
gU]YRlRgQYRWb \]WgUV^]UX c^Q]QbYUU Y_U �^QSRYr Wl \_Q]PQgU^YRgQS X^pXYQbgUX� �_Ur cRTU PQb^lQgY^]U]X Q _Rc_>TQS^U W\\W]Y^bRYr YW VUP>
WbXY]QYU QVU�^QYU gWbY]WS WTU] Y_U �^QSRYr Wl \_Q]PQgU^YRgQS X^pXYQbgUX Y_]W^c_ PUUYRbc Y_U ]U�^R]UPUbYX Wl Y_U ]USUTQbY PWbWc]Q\_X
Wl Y_U O^]W\UQb o_Q]PQgW\WURQI m_Rg_ _US\X YW ]UV^gU Y_U UllW]YX lW] Y_U ]Uc^SQYW]r Q^Y_W]RYRUX QbV YW XRP\SRlr Y_U \]WgUV^]U lW] Y_UR]
RP\SUPUbYQYRWb QbV ^XU� jUX\RYU Y_U lQgY Y_QY RbRYRQSSr Y_U O^]W\UQb o_Q]PQgW\WURQ mQX g]UQYUV YW XWSTU YW\RgQS \]WpSUPX Rb Y_U PUP>
pU]>gW^bY]RUX Wl Y_U O^]W\UQb o_Q]PQgW\WURQ qWPPRXXRWbI YWVQr RYX X\_U]U Wl RblS^UbgU RX P^g_ p]WQVU] QbV RX bWY SRPRYUV YW gW^b>
Y]RUX Y_QY _QTU XRcbUV Y_U qWbTUbYRWb Wb RYX VUTUSW\PUbY�

rFB sCAM?7 O^]W\UQb o_Q]PQgW\WURQN O^]W\UQb ~bRWbN �_U qWPPRXXRWb Wl Y_U O^]W\UQb o_Q]PQgW\WURQN PWbWc]Q\_N gU]YRlRgQYRWbN
]UlU]UbgU XYQbVQ]VN �^QSRYr XYQbVQ]VX�

Åâðîïåéñêàÿ ôàðìàêîïåÿ: ãàðìîíèçàöèÿ ôàðìàöåâòè÷åñêèõ ñòàíäàðòîâ â Åâðîïå

Âåäîìîñòè ÍÖÝÑÌÏ. Àïðåëü – èþíü 2016. ¹ 2 13

Ñ
ÒÀ

Í
Ä

À
Ð

ÒÈ
Ç

À
Ö

È
ß

È
Ê

Î
Í

ÒÐ
Î

Ë
Ü

Ê
À

×
Å

Ñ
ÒÂ

À
Ë

Å
Ê

À
Ð

Ñ
ÒÂ

Å
Í

Í
Û

Õ
Ñ

Ð
Å

Ä
Ñ

ÒÂ



LCA R=@G@=C>7 yURYUS f� �_U O^]W\UQb o_Q]PQgW\WURQ; p]RbcRbc \_Q]PQgU^YRgQS XYQbVQ]V _Q]PWbR|QYRWb YW O^]W\U� �_U &^SSUYRb Wl Y_U
fgRUbYRlRg qUbY]U lW] O[\U]Y OTQS^QYRWb Wl uUVRgRbQS o]WV^gYX EFABN LEM; J�AD�
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b'cQ'cnABzCMKY

fYQYU�ObYU]\]RXU��~v]QRbRQb�fgRUbYRlRg�o_Q]PQgW\WURQS�qUbYU]
lW]��^QSRYr�Wl�uUVRgRbUX�I�BAFJ?I�y_Q]vWTI�~v]QRbU

bY?@AGR@7 �_U VUTUSW\PUbY Wl Y_U fYQYU o_Q]PQgW\WURQ Wl ~v]QRbU Lfo~M RX pQXUV Wb Y_U lWSSWmRbc \]RbgR\SUX; _Q]PWbR|QYRWb mRY_ Y_U
O^]W\UQb o_Q]PQgW\WURQ LOoMN gWbXRVU]QYRWb Wl bQYRWbQS X\UgRlRgRYrI XUSl>X^llRgRUbgrI wQYRWbQS frXYUP Wl o_Q]PQgW\WURQS zUlU]UbgU
fYQbVQ]VX Lo_zfMI lUUVpQgv l]WP ^XU]X� nW] RP\SUPUbYRbc Y_U PUbYRWbUV \]RbgR\SUX D PQRb XgRUbYRlRg Q]UQX Wl QgYRTRYr _QTU pUUb VU>
TUSW\UV; \]W\U] USQpW]QYRWb Wl fo~ YU[YXI Y_U wQYRWbQS frXYUP Wl Y_U o_zfI o]WlRgRUbgr �UXYRbc fg_UPU lW] PUVRgRbUX gWbY]WS SQpW>
]QYW]RUX Lo�fMI PUY]WSWcRgQS X^\\W]Y LRb \Q]YRg^SQ] Y_U TQSRVQYRWb Wl QbQSrYRgQS \]WgUV^]UXM� �_U X\UgRlRgRYr Wl VUTUSW\Rbc YU[YX lW]
fo~ A LEFFAM QbV E UVRYRWbX LEFABM _QTU pUUb QbQSr|UV lW] Y_U lWSSWmRbc XUgYRWbX; cUbU]QS g_Q\YU]XI PWbWc]Q\_X lW] \_Q]PQgU^YRgQS
X^pXYQbgUXI lRbRX_UV V]^c \]WV^gYXI _U]pQS PUVRgRbQS \]WV^gYXI gWP\W^bVUV \]U\Q]QYRWbXI UYg� �_U gWbgU\Y Wl l^]Y_U] VUTUSW\PUbY Wl
fo~ _QX QSXW pUUb VRXg^XXUV�

rFB sCAM?7 fYQYU o_Q]PQgW\WURQ Wl ~v]QRbUN PUVRgRbUXN \_Q]PQgW\WURQS ]UlU]UbgU XYQbVQ]VXN o]WlUXXRWbQS �UXYRbc fg_UPUXN
PUY]WSWcRgQS X^\\W]YN cUbU]QS g_Q\YU]X QbV X\UgRlRg PWbWc]Q\_X�

LCA R=@G@=C>7{]r|WV^p *h� fgRUbYRlRg QX\UgYX Wl Y_U VUTUSW\PUbY Wl Y_U fYQYU o_Q]PQgW\WURQ Wl ~v]QRbU� �_U &^SSUYRb Wl Y_U fgRUbYRlRg
qUbY]U lW] O[\U]Y OTQS^QYRWb Wl uUVRgRbQS o]WV^gYX EFABN LEM; AC�E?�
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\WURQX mU]U \]RPQ]RSr \^pSRX_UV Rb xQYRb QbV Y_Ub Rb z^XXRQb LAJBBM� �_Ur RbgS^VUV bWY WbSr PRSRYQ]r XgRUbgU QVTQbgUV Qg_RUTUPUbYXI
p^Y QSXW gRTRSRQb PUVRgQS XgRUbgU QbV \]QgYRgUX QbV gWbY]Rp^YUV YW UbX^]Rbc Y_U \]W\U] �^QSRYr Wl PUVRgQS QRV YW z^XXRQb XWSVRU]X�

rFB sCAM?7 PRSRYQ]r \_Q]PQgW\WURQN �^QSRYrN PUVRgRbUXN PUVRgRbQS \]WV^gYN PWbWc]Q\_�

LCA R=@G@=C>7 uR]WX_bRg_UbvW s^iI yWbWbWT iwI oU]lRSRUT *&� z^XXRQb PRSRYQ]r \_Q]PQgW\WURQX Rb Y_U PRSRYQ]r _UQSY_ XrXYUP�
�_U &^SSUYRb Wl Y_U fgRUbYRlRg qUbY]U lW] O[\U]Y OTQS^QYRWb Wl uUVRgRbQS o]WV^gYX EFABN LEM; @A�@D�
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N[b[TcXEbJ<bS_X_TQbc_LcJ\NNQb^cLTZTJb[Q_^
Q^c<_ZTJ^cXEbJ<bST\[QSb]cb^b]pNQNcXJbS[QST

Q'cb'c^GAqFW=RI

fQRbY>oUYU]Xp^]c�fYQYU�q_UPRgQS>o_Q]PQgU^YRgQS�*gQVUPrI
AC=@=BI�fY��oUYU]Xp^]cI�z^XXRQ

bY?@AGR@7 �_U z^XXRQb fYQYU o_Q]PQgW\WURQ �hhh UVRYRWb QXX^]UX Y_U �^QSRYr Wl PUVRgRbUXI RY RX RP\W]YQbY lW] QSS Y_U XYQvU_WSVU]X Rb Y_U
X\_U]U Wl Y_U gR]g^SQYRWb Wl PUVRgRbUXI ]QbcRbc l]WP \_Q]PQgU^YRgQS VUTUSW\PUbY YW VRXY]Rp^YRWb Wl PUVRgRbQS \]WV^gYXI pWY_ lW] ]U>
XUQ]g_ XY^VRUX QbV UV^gQYRWbQS \]WgUXX� o_Q]PQgU^YRgQS QbQSrXRX \SQrX Qb UXXUbYRQS ]WSU QY QSS XYQcUX Wl PUVRgRbU SRlU grgSU XYQcUX�
fQRbY>oUYU]Xp^]c fYQYU q_UPRgQS o_Q]PQgU^YRgQS *gQVUPr RX Q PQRb X^\\SRU] Wl bUm _^PQb ]UXW^]gUXI ]UQVr YW mW]v Rb PWVU]b UbTR>
]WbPUbYI RbgS^VRbc Y_U X\_U]U Wl XYQbVQ]VR|QYRWb QbV �^QSRYr gWbY]WS�

rFB sCAM?7 \_Q]PQgU^YRgQS QbQSrXRXN fYQYU o_Q]PQgW\WURQN UV^gQYRWbN Y]QRbRbc�

LCA R=@G@=C>7 wQ]vUTRg_ h*� fYQYU o_Q]PQgW\WURQ Wl z^XXRQb nUVU]QYRWb Rb PWVU]b \_Q]PQgU^YRgQS QbQSrXRX \]QgYRgU� �_U &^SSUYRb Wl
Y_U fgRUbYRlRg qUbY]U lW] O[\U]Y OTQS^QYRWb Wl uUVRgRbQS o]WV^gYX EFABN LEM; @?�@=�
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b^Zc[ETcT\J_XTb^cXEbJ<bS_X_TQbcJT�\QJT<T^[N

L_JcE\<b^cX]bN<bcXJ_Z\S[N

b'ca'crGABGq=>dcT'cZ'cNqC@?FHBG?

nUVU]QS�fYQYU�&^VcUYQ]r�hbXYRY^YRWb���UPQYWSWcr�zUXUQ]g_�qUbYU]�
Wl�Y_U�uRbRXY]r�Wl��UQSY_�Wl�Y_U�z^XXRQb�nUVU]QYRWbI�AE?AB=I�uWXgWmI�z^XXRQ

bY?@AGR@7 z^XXRQb ]U�^R]UPUbYX lW] PQRb \]WV^gYX VU]RTUV l]WP _^PQb \SQXPQ ^XUV YW pU SQRV W^Y Rb XUTU]QS bWbRbYUc]QYUV PWbWc]Q\_X
Y_QY _QTU pUUb ]UgUbYSr RbgS^VUV RbYW Y_U fYQYU o_Q]PQgW\WURQ Wl Y_U z^XXRQb nUVU]QYRWbI �hhh UVRYRWb� �_U \]UXUbY Q]YRgSU gWP\Q]UX
]U�^R]UPUbYX lW] Y_U �^QSRYr Wl _^PQb \SQXPQ \]WV^gYX Y_QY Q]U gWbYQRbUV Rb Y_U fYQYU o_Q]PQgW\WURQI �hhh UVRYRWb QbV Rb Y_U O^]W>
\UQb o_Q]PQgW\WURQ�

rFB sCAM?7 fYQYU o_Q]PQgW\WURQN O^]W\UQb o_Q]PQgW\WURQN \_Q]PQgW\WURQS PWbWc]Q\_XN _^PQb \SQXPQ \]WV^gYXN \SQXPQ lW] l]Qg>
YRWbQYRWbN QSp^PRbN RPP^bWcSWp^SRbXN pSWWV>gWQc^SQYRWb lQgYW]XN PUY_WVX Wl pSWWV \]WV^gYX �^QSRYr gWbY]WS�

LCA R=@G@=C>7 yQ]rQvRb *iI fvWYXUSrQX Oj� qWP\Q]RXWb Wl fYQYU o_Q]PQgW\WURQI �hhh UVRYRWb QbV Y_U O^]W\UQb o_Q]PQgW\WURQ ]U�^R]U>
PUbYX lW] _^PQb \SQXPQ \]WV^gYX� �_U &^SSUYRb Wl Y_U fgRUbYRlRg qUbY]U lW] O[\U]Y OTQS^QYRWb WluUVRgRbQS o]WV^gYX EFABN LEM; ?F�?E�
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