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BASED ON 11 YEARS EXPERIENCE IN THE FIELD
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LEUuwUuUnLUGPNLU nEnGph pwuwlwywu npn2dwUu YGuuw-
wuwhwinhy JdGpnnutph dowynwdp W JwyGpwgnudp hpwywl-
wgyntd Egnpdnn wnwewnpyutnph hwdwawju:
Upnnitup pwbwlwlwl | K Guinwgnunnipjwl UGpnn AURKL-UU/UU
LEUuwUuUnLUGPNLU nGnGph pwuwlywywlu npn2dwUu hwdwn
yGUuwwlwhnhy dGpnnutph Jdpwynudp W Jwybpwgnedp
hpwywlwgynwd £ PULL-UU/UU dJGpnnh Jhgngny qgnpénn
YwpgqwynpnrdutGphU hwdwwwwunwuhuwl:
SwoépwdniGynywyhu ntntph pwuwywywu wuwhgp hpwywl-
wgynwd £ PULL-UU/UU dGpnnh dhgngny hwdwdwju GUSU
...... pupwghy Ywpagwynpnn wwhwugutpnh W EMA, USFDA, ICH
------ nLntgnygubinh:




SERVICES
PROVIDED BY THE 02
LABORATORY

DEVELOPMENT AND VALIDATION OF ‘

BIOANALYTICAL METHODS

The development and validation of bioanalytical methods for the
quantitative determination of drugs in various biological matrices
are carried outin accordance with current recommendations.

Result: quantitative | Method: LC-MS/MS

The development and validation of bioanalytical techniques for

the quantitative determination of drugs in the biological matrix

(plasma) by LC-MS/MS is carried out in accordance with current

regulatory requirements. Quantitative analysisof low-molecular-

weight drugs at the FDA Laboratory is performed by HPLC-

MS/MS in compliance with the current regulatory requirements
... ...  oftheEEU, EMA, USFDA, and ICH guidelines.
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LGnniywjhu ppndwwnwaghpp, dwuu-uwytyunpndGunnphy
nGunGyundwdp (HPLC-MS/MS), dwdwuwlywyhg wuwihwnhy
phuhwjh wdGUwwnwnpwédwéd dGpnnubphg t: Wu dGpnnh
wnwyGnLpynLtuutpu Gu pwpanp 62unnepintup W qqwniuncp-
jnLup:

Upnnluputpp Jwupwynpyhwn dpwyynud G pwpop wuwin-
pwunyuwédnipintu nlutignn wuwihunhy phdphynuh ynndhg, ny
hwuwunwunnwd £ wuwihgh &unnupjntup npwyh huynnnipjwl
Jh pwuh Uhpngutpny (62uinncpjniu, ypyubihnipyndu, uwuyy):

ur13nrLeLsr '

UjunthGuinle wuwihnhyp untnénud £ Ynugbuuinpwghwubtnhp
wnnruwy w wywunpwunnd wbwhunhy hwaybunynipyniu:

Whuwunwuph wpnyntupuph hhdwu ypw wywunyhpwwnniehu
npwdwnpynud £ wwuwy, npp wwnpniuwynwd E pnnp
wUuhpwdton wnwyebwjhu tndjwjutpp, ynugGuunpwghwubph
wrynruwyp W ybppuwywu wuwhnhy hwpytunynipyniun:

Cuun wlUhpwdtunnipjwu tnpwdwnpynud E unnwlnwpun-
e utph wwwnyhpdwl (pwgnighs SwnwjnLpjnLu:




DEVELOPMENT AND
VALIDATION OF O 3
BIOANALYTICAL METHODS

RESULTS ‘

Liquid chromatography with mass spectrometric detection

(LC-MS/MS) is one of the most popular methods in modern

analytical chemistry. The advantages of this method are its
------ high accuracy and sensitivity.

------ The results are carefully processed by a highly trained

...... analytical chemist who confirms the correctness of the

------ analysis through several quality control measures (accuracy,
precision, spiking, etc.). The analyst then generates a table of
concentrations and prepares a report on the study. Based on
the results of the work, the customer will be provided with a file
containing all necessary primary data, a table of concentrati-
ons, and a final analys is report. Additional services can be
provided up on request, such as ordering the necessary
standard solutions.
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FDA jwpnpwunnphwynud whuwnnd Gu ninpunnnud pwunpan
npwywynpnud nLtutgnn thnpdwnne dwulbwgbuinubp, hugp
Ywplwnn £ JGpnnuGph wydwlu W JwytGpwgdwlu hwdwn
pwnn bwhuwgdtpn hpwywuwgubihu Qwun guén qgwyncuntp-
JjnLu, Eunngtu Jhwgnipynctuutn, wuyuwyntu wuwihwnubn):

FDA (wpnpwwunnphwUu JuunnwhbGih gnpépuytp £ W hwdwagnp-
owygnud £ pwagdwprhy ntnwanpébwlywl puytpnipinctuutnh
hGw, npnup oquwagnponud GU jwpnpwwnnphwih Ynnuhg
npwdwnpwéd nywubpp nbnbph hwwnynipjnLbubphp
nruncdbwuhpduwu, bwydwu W gpwugdwu hwudwin:

3nLpwpwlginp wuwihnh hwdwp JdGpnn Jdowybihu
gnLgwptnynud Ewuhwwnwywu dnintGgned:

Lwpnpwwnnphwnud wnyw Gu udnpubph wywwnpwundwu
hGunlwjw | inGuwyubpp

 Uuwnbtgnud (wpjwu wywgduwih uwyhwunwynigubiph
buwnbtigned),

* htnnLy-htnnLywjhu Epunnpwyghw htwnwaquw Yynugbtu-
inpwgnudny,
* whun Ywqujhl Epunpwyghw:




WHAT TO EXPECT? 04

ADVANTAGES ‘

The FDA laboratory employees are experienced professionals

with high qualifications in the field, which is important for

method development and validation when performing
...... complex projects (very low sensitivity, endogenous com-
------ pounds, unstable analytes).

------ The FDA laboratory is a trusted partner and cooperates with

""" many pharmaceutical companies that use the data provided
by the laboratory for studying drug properties, drug develop-
ment, and registration purposes.

An individual approach is used to develop methods for each
analyte. The laboratory has various types of sample
preparations:

* precipitation (precipitation of blood plasma proteins),

* liquid-liquid extraction followed by concentration,

» solid-phase extraction.
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Hntph (nLSGhnepyniu (FhnybGyytip)

Upnynitup pwbwlwlywl

ZGunwagnunipjwl UGenn AURKL-UU/UU

PUZLL-NLU L wj| UGpnnlutn

in vitro (NnL6G hnLpjwU thnpadwnpynud | SGuwyutp

e in vitro |nwdGhnLpjwlu thnpadwnpyned h [pnedu YeLuuwi-
hwdwnpdtpniLpjwl hGuwagnunnipjwl,

e in vitro [nwoGihnLpjwUu thnpéwnpynud” h hwdwpnudu
rhnytjytnh:

BCS-h (Biopharmaceutical Classification System) ypw
hhduqwé phndGytGph dnuntgnudp bwhpuwwuntbujwéd £ ujw-
qtigutinL in vivo YGUuuwhwdwnpdtpnipjwl ntuncduwuhpntpe-
jnLtuutGpnp, wjuhupt wu Ywpnn £ thnpuwpphub] in vivo
YGUuwhwdwnpdtpnLpjwlun:
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WAIVER

DISSOLUTION TESTING

Drug solubility (Biowaiver)

Result: quantitative
Method: LC-MS/MS, HPLC/UV

In vitro dissolution test types:

* in vitro dissolution tests complementary tobioequivalence

studies,
e in vitro dissolution tests in support of the biowaiver's

strengths.

The BCS (Biopharmaceutics Classification System) -
based biowaiver approach is meant to reduce in-vivo
bioequivalence studies, i.e., it may represent a surrogate for
in-vivo bioequivalence.

In-vivo bioequivalence studies may be exempted if an
assumption of equivalence in in-vivo performance can be
justified by satisfactory in-vitro data.
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UGLUuwwUuwhinhy hGunwgnunnipnLuuGpp ywhwugned
GU pwndp 62nnLpjwl uwppwynpnidubn:
Lwpnpuwunnphwynd Jwuu-uwGyunpndGunpp W hGnnLyw-
Jhu ppndwwnngnpwdypp Waters dhpdwjh wpunwnpnipjwu
Gu: Uwppwynpnudutpu nlubu hwdbpyw] wywhGuunw-
dwutph wwwpubnp W uGhwywlu pudtuGpwyuwl
uwwuwnydwl pwdhu:
Ywplnp'
swithhy uwppwynpnudutpp Gupwpyynwd G wwin-
pGpwywu uinnignedubinh,
ogunnwagnpoynd Gu vhwyu hwwuunwagnpywdé nGwy-
nhyubpn, unwunwpunubp W nLdhgutn,
anpépupwgutnpp huyynd Gu npwyh Yuwnwydwnpdwl
hwdwluwnpgh Uhongny:




AVAILABILITY OF O 6
LABORATORY EQUIPMENT

EQUIPMENT ‘

Bioanalytical studies require high-precision equipment.

The mass spectrometer and liquid chromatograph in

the laboratory are manufactured by Waters.

The equipment has an additional spare parts inventory

and anin-house engineering service department.

Important:

* measuring equipment is subjected to periodic
inspections,

* only certified reagents, standards, and solvents are
used,

* processes are monitored through a quality manage-
ment system.
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FDA LABORATORY?
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CONTACTS

‘ +374 60 46 00 76; +374 96 35 00 01

‘ INFO@FDALAB.AM
‘ WWW.FDALAB.AM
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