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06 yTBepxaeHuu lpaBun npoBefeHUA BHYTpPUANTEYHOro KOHTPONAA U3TOTOBJIEHHbIX
NeKapCcTBEeHHbLIX MnpenapaTtoB

Mpukas MUHUCTpa 34paBOOXpPaHEHUA M CouManbHOro pa3sBuTuA Pecnybnumku KasaxcTaH oT 28 maa 2015 ropa
N° 405. 3aperucTtpupoBaH B MuHucTepcTBe wcCTuuMM Pecnybnuku KasaxcTan 30 uwHAa 2015 roga N 11480.

B cooTBeTcTBMM CcO cTaTbelh 68 Kopekca Pecnybnuku KasaxcTaH oT 18 ceHTAbpa 2009 roga "O
300pOBbe Hapofa M cucteme 3gpaBooxpaHeHua"” TMPUKA3bIBAH:

1. YTBepanTb npunaraemsie lpaBuna npoBefeHUA BHYTPUANTEYHOrO KOHTPOJIA U3TOTOBJIEHHBIX
NneKapCcTBeHHbIX npenapaToB.

2. KomMuTeTy KOHTPONA MeAWUMHCKOW M dapmaueBTUYECKOW LeATeNIbHOCTM MMHMCTepcTBa
3/paBOOXPaHEHUA M CouManbHOro pasBUTUA Pecnybauku KasaxcTaH obecneynTb:

1) rocynapCTBEHHYH perucTpauuio HacToAwero npukasa B MUHUCTepCTBE WCTUUMM Pecnybaumku
KazaxcTaH;

2) B TeyeHue AeCATM KaNeHAApHbIX AHeW nocie rocyAapCTBEHHOW perucTpauuuM HacTosAWero npukasa
B MUHUCTepcTBeE WCTUUMM Pecnybnaumku KasaxcTaH HanpaBfieHWe Ha oduuuanbHoe onyb/uKoBaHue B
nepuoandeckmnx nevaTHbIX M34aHUAX M MHOOPMALMOHHO-NPABOBOW CUCTEME HOPMATMBHbLIX MPABOBLIX aKTOB
Pecnybaunkmn KasaxcTtaH "9ainet";

3) pa3MelleHMe HACTOAWEro MpuKasa Ha MHTepHeT-pecypce MUHUCTEpPCTBA 34pPAaBOOXPaHEHUA W
couManbHoro pasBuUTUA Pecnybanku KasaxcTaH;

4) B TeyeHue [ecATM pabounmx AHel Mnocne rocyfapCTBEHHOW perucTpauuMu HacToAwero npukasa B
MUHUCTEpCTBE WCTUUMKU Pecnybaukyn KasaxcTaH npefAcTaBfieHWe B [lenapTaMeHT HWpPUAMYECKOR Cyx6bl
MUHUCTEpPCTBA 3ApPaBOOXPAHEHUSA U COLMANbHOIrO pa3BUTUA Pecny6aukn KasaxcTaH cBefeHWit 06 MCNOSHEHUM
MeponpuATUiA, NpeayCcMOTPEHHbIX MOoANyHKTamu 1), 2), M 3) HacToAwero nyHKTa.

3. KOHTpo/nb 3a WCMNOJIHEHMEM HACTOoAWero npukKasa BO3NOXWTb Ha BUUE-MUHUCTPA 34pPaBOOXpaHEHuA
M coumanbHoro pasBuTUsa Pecnybnuku KasaxcTaH Loi A.B.

4. HacTtoAwun npnKkas BBOAUTCA B JencTBue nocne AHA ero nepBoro o¢muwaanoro OHy6ﬂMKOBaHMﬂ.

MuHUCTp
3/paBOOXpPaHEHNA U coumnasibHOro

pa3BuTua Pecnybnunkmn KasaxcTaH T. [LyiceHoBa

YTBEpXAeHb NMpuKasom



MuHucTpa 34paBoOOXpaHeHun
M couuanbHOro pasBUTUA
Pecnybnunkun KazaxcTaH
OoT 28 masa 2015 r. N 405

MpaBuna

nposefeHUs BHYTPUANTEYHOro KOHTPOAA U3TOTOBJIEHHbIX
NleKapCTBEeHHbLIX MpenapaToB

FnaBa 1. O6ume nonoxeHus

CHocka. 3arosioBok lnaebl 1 B pefakuuu npukasa MuHuUCTpa 3apaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMUTCA B AENCTBME MO WUCTEYEHWU AeCATW KaneHZapHbX AHel nocne OHA ero nepBoro oduLManbHOro
onybiMkoBaHua) .

1. HacToswme MpaBuna npoBefeHUA BHYTPUANTEYHOrO KOHTPO/S M3TOTOBJIEHHbIX J1€KAPCTBEHHbIX
npenapaToB (panee - MpasBuna) onpeaenswT NopALOK NPOBeAEHUS BHYTpPUANTEYHOro KOHTPONS.

2. PykoBoguTesib anTteku Has3HayvaeT MpoBU3Opa-aHa/UTUKA, OTBETCTBEHHOrO 3a OpraHuM3auu u
npopefgeHne KOHTPO/SIA KaydeCTBa U3roTOBJIAEMbIX JIeKapCTBEHHbIX MNMpenapaToB B anTeke.

3. PykoBoauTeNb anTeku obecneuyumBaeT pabovee MeCTO NPOBU3Opa-aHaNMTUKA TUMNOBbLIM Habopom
CpeACTB W3MepeHui, ucnbiTaTeNbHbM obopyaoBaHWeM, NlabopaTOpHOW MOCYAOi, BCMOMOraTeNbHbIMU
mMaTepuanamu, MpUMEHSAEMbIMU MpPU MPOBEAEHUMN aHANUTUMYeCcKMx paboT B anTekax, B COOTBETCTBUU C
Mepe4yHem TUMOBLIX HAaboOpoB CpeACTB M3MEpPEHUi, WCnbiTaTenbHOro obopynoBaHuA, nNabopaTOpHOM MNoOCynpl,
BCMOMOraTeNIbHbIX MaTepuanoB, MNPUMEHAEMbIX MPU MPOBeAEHUU aHANIMTUYECKUX paboT B anTeke, COrjacHo
npunoxeHuw 1 K HacToAwum MpaBunam, a Takke HOPMATUBHbLIMM MPaABOBbIMM aKTaMu Pecnybnuku KasaxcTaH B
cbepe obpaweHus nekapCcTBEHHbIX CPeACTB, WU3AEeNUA MeAUMUMHCKOrO Ha3HayeHua U MeAMUMHCKON TeXHUKHU,
CNpaBOYHON NUTepaTypoi.

4. BHYTpManTeYHOMY KOHTPOJI0 MOABEPralTCA NeKapCTBeHHble MpenapaTtbhl, M3rOTOBJIEHHbe B anTeke,
B TOM YMCNe BHYTpUanTeyHaA 3aroToBka, $acoBaHHAA MpoAyKUMUA, KOHLEHTpaTbl M nonydpabpukaTsl.

5. BHyTpuanTeyHblii KOHTPO/b BLINOJHAETCA MyTeM MpOBeAeHUs :

1) npeBeHTUBHbIX (MpeaynpesnTesibHbiX) MeponpuUsaTUil;

2) NPpNemMoO4YHOro KOHTPONA UCXOAHbIX MaTepunanoB (ﬂeKapCTBEHHaH Cy6CTaHuMH, BCnomMoraTtesJibHoe
BGNECTBO), NCnonb3yemblX ONA U3roTOBJIEHUA NeKapCTBEHHbIX NpenapaToB;

3) MUCbMEHHOrO KOHTpOAA;

4) BbIGOPOYHOrO OMPOCHOrO KOHTPOAA;

5) opraHonenTU4eckoro KOHTPONS;

6) BbLIGOPOYHOrO GU3UYECKOTO KOHTPONS;



7) XMMMYECKOrO KOHTpONA;

8) KOHTpona npu oTnycke.

6. Pe3ynbTaTbl OpraHoONenTUYeCKOro, BbLIGOPOYHOrO GU3UYECKOrO KOHTPONS, XUMUYECKOTrOo KOHTpOnS
NleKapCTBEHHbIX MpenapaToB perucTpupynTca B XypHane peructpauuu pesynbTaToOB OpraHonenTUM4eckoro,
BbIGOPOYHOIrO $U3UYECKOrO KOHTPOJIA, XUMUYECKOrO KOHTPOJIA BHYTPUANTEYHOW 3aroTOBKM, JIeKAapCTBEHHbIX
npenapaToB, M3roTOBAEHHbIX MO peuenTam (TpeboBaHWUAM MeAMLMHCKMX OpraHuM3aumi), KOHUEHTpaToB,
nonypabpukaToB, TpUTypauuil, CNMpTa STUIOBOro M GpacoBKM MO GOpMe COrlacHO MPUSIOXEHUIO 2 K
HacToAwMM MpaBunam. CTpaHuubl XypHasia HyMepywTcHA, MpOWMBATCA, 3aBepAlTCA MOAMNUCHI PYKOBOAMTENS
anTeku M cKpennAwTCA nevaTbi anTeku (Npu HaAUyum).

CHocka. MNyHKT 6 B pejakuuMu npukasa MuHMCTpa 34paBooxpaHeHusa PK oT 07.02.2017 N 10 (
BBOAUTCA B AEWCTBME MO UCTEYEHUU [ECATU KaNeHAapHbIX AHEW Mocne AHA ero nepsoro oduumanbHoro
ony6aMKoBaHUA) .

7. KoHTposnb KavecTBa /JleKapCTBEHHOro rnpenapaTa, W3roTOB/JIEHHOrO B anTeke, MNPOBOAUTCA Ha
COOTBETCTBME MOKasaTeNAaMm, MeTofaM U MeTOAMKaM corslacHo nyHkTa 1 cTtaTeum 66-1 Kopsekca Pecnybnavku
KazaxcTaHa oT 18 ceHTAbps 2009 roma "O 340poBbe HapoAa U CUCTeMe 34paBOOXpaHeHus".

CHocka. MyHKT 7 B pedakuum npukasa MMHUCTpa 34paBooxpaHeHua PK oT ©7.02.2017 N 10 (
BBOAMTCA B AEWCTBME MO UCTEYEeHUU AeCATM KaNeHOApHbIX AHEel nocnie AHA ero nepsBoro odpuuuanbHOro
onybsMkoBaHua) .

Fnasa 2. MNpeBeHTUBHble (MpeaynpeauTesibHbie) MeponpuATUA, HanpaBieHHble Ha CHUXeHue pucka
BO3HMKHOBEHUA OWMOOK M Ha obecrneyeHWe KavecTBa U3rOTOBJAEMbIX JIeKapCTBEHHbIX MpenapaToB

CHocka. 3arosioBoK lnaBbl 2 B pefakuuu npukasa MuHUCTpa 3apaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMTCA B AeWACTBME MO UCTEYEHUU AeCATU KaneHAapHblX AHel nocne AHA ero nepeoro oduuManbHOro
ony6aMKoBaHUA) .

8. MpeBeHTUBHble (MpeaynpeauTesibHbie) MeponpuATUA 3aKaYawTca:

1) B cob/0AEHUN YCNIOBUIA acenTUYecKoro M3roTOBNEHUS JIeKapCTBEHHbIX MpenapaTos;

2) B obecnevyeHuu NCNpaBHOCTU U TOYHOCTU BeCO-U3MEePUTEJIbHbIX I'IpVI60pOB, npoBeneHuun exeroaHom
nXx noBepKu;

3) B obecnevyeHun Hagnexawux ycnoBuin Ana nonyvyeHusa, cbopa, XpaHeHMA BOAbl OHMIEHHOW, BOApI
ONA WHbEeKUMiA, NpaBUIbHOCTU MapKUMPOBKU €MKOCTM B BUAE YKasaHuWA Ha 6GupKe AaTbl MONyYeHUsA, Homepa
aHanu3a ¥ noAanucuM nuua, MNpPOW3BOAMBLIErO aHAaNU3;

4) B CcObM0AEHUN CPOKOB, YCJIOBUIA XpaHEHWUA peaKTUMBOB, 3Ta/IOHHbBIX M TUTPOBAHHLIX PacTBOPOB W
npaBuibHOM WX odopmneHun (Ha 3TUKETKAX KpoMe HAUMEHOBAHMA, YKa3biBATCHA KOHUEHTpauus, MOJIAPHOCTb
, 4aTa Mojsy4YeHua, fJaTa OKOHYaHMA CpoKa rOoAHOCTU, YC/IOBUA XpaHEHUA, KeM U3roTOBJEHO);



5) B onpeneneHuun OTK/IOHEHUIA B npoBepAeMbiX NeKapCTBEHHbIX NpenapaTax UCMNOJIb3OBaHUEM
n3mMepuTenbHbIX CpeacTB TOMo Xe Tuna (C OAWHaKOBbIMU MeTposorn4yeCckKumm XapaKTepMCTMKaMM), 4TO ” npu
X N3roToBaeHUn B anTekax;

6) B Haanexawei obpaboTke, 3anonHeHUM, OPOpMAEHUN OHPETOYHOW YCTAHOBKM M WTAHIIACOB.

9. WTaHrnace (anteyHaa Tapa) odopMAAWT chefywwuM obpa3om:

1) Ha WTaHrnacax C neKapCTBeHHbIMU Cy6CTaHuMﬂMM n BCNoMoraTesibHbiIMK BelwecTBamMn, KOTOpble
cogepxatcAa B NoMeleHUAX XpaHeHuA, YKa3blBalT Ha3BaHWe, CTpaHy W 3aBoA-NpousBoauTeslb, HOMep cCepuu
3aBoja-npoussoanuTtenAa, HomMep U CpoOK OeincTBMA 3akawyeHnsa o 6e30MacHOCTM U KayecTBe npoaykuuum,
CpOK rogHoCTW nekKapCTBeHHONo BellecCcTBa, AaTy 3anojiHeHUA, NoANUCH 3aNOJZIHMBWEro WTaHrnac u
npoBepusllero NOAMHHOCTb NeKapCTBEHHOINo BelecTBa;

2) Ha WTaHrnacax C nekKkapCtBeHHbIMU Cy6CTaHuMHMM N BCNoMOraTesnbHbIMKU BelecTBaMu, KOTOpble
cogepxaTtca B ACCUCTEHTCKON KOMHaTe YKa3blBalT AaTy 3aloJIHeHUA WTaHrnaca, noagnnucu 3anosHuBlero
WwTaHrnac n npoBepusllero nNOAMTMHHOCTb HEKapCTBEHHOﬁ Cy6CTaHuMM n BCNoMOoraTenbHOro BelwecTBa;

3) Ha wTaHrnacax C HapKOTUYECKUMU CpeacTBamMu, MCUXOTPOMHLIMU BelwecTBamMu, Mpekypcopamu,
ANOBUTHIMU BelWeCcTBaMU AOMOJHUTENIbHO YKa3biBAaWT BbICWME PA30Bble U CYTOYHble A03bl;

4) Ha WTaHrnacax C nekapCcTtBeHHbIMU Cy6CTaHuMHMM, cojgepxawumn ceppedHole rnukosuabl,
YKa3blBaT KOJIMHeCTBO eaAnHUL OEeNCcTBUMA B OAHOM rpamMme JieKapCTBeHHOro paCTuUTeNbHOro CbipbA UKW B
OAHOM MUNNUNUTpPe pacTBOpa;

5) Ha WTaHrjacax C JlekapCTBEHHbIMU CYHCTAHUMAMM, MpeAHa3HAYeHHbIMU A8 U3FOTOB/EHUSA
NeKapCTBEHHbIX MpenapaToB, Tpebywnux acenTMYeckuX YCNOBMIE M3FOTOBNAEHMA, yKasbiBaeTCA Hagnucb "Ans
CTepU/bHBIX NleKapCTBEHHbIX NpenapaToB”;

6) Ha WTaHrfacax C NleKapCTBEHHbIMU CYHCTAHUMAMM, COAEpXaWUMM BAary, YKasbiBawT MpoOUeHT
Bflaru, Ha 6annoHax cC XuakocTAmM (pacTBOp Mepokcuaa BOAOPOLA, aMMUaka pacTBop, ¢opmanbierunza)
daKTMyeckoe cofepxaHue AeWCTBYHWEro BeWwecTBa;

7) wWTaHrnacel C pacTBOpPaMu, HACTOWKAMU U XuAKMMU nonydabpukaTamu obecneyumBawTCA
Kannemepamum WAM nNuNeTkamum, C 0HBO3HAYeHUEeM KONUYeCTBa Kanesb, YCTAHOBNEHHbLIX NyTeM B3BeWWBaHUSA B
onpefeneHHoM obbeme.

WHPopMaLMs O 3aMnoNHEHMM WTAHraaca M NPOBEAEHUM KOHTPOSA Ha MOAJAMHHOCTb TUTPOBAHHLIX
pacTBOpoB B 60peTOYHON YCTAHOBKE WM WTAHrjacax C MUNeTKaMu 3aHoCUTcA B XypHan peructpauuun
pe3ynbTaTOB KOHTPONS NeKapCTBEHHbIX CYybCTaHUMIA HA MOANIMHHOCTL Mo dopme COrlacHO MpUSIOXeHUK 3 K
HacToswum MpaBunam. CTpaHuubl XypHana HyMepywTcs, MpOWMBAKWTCH, 3aBepsiTCA MOANUCLI pYyKOBOAWUTENS
anTeKuW U CKpennsawTcsA nevaTblw anTeku (NpU Hanu4um).

3anosiHeHWe wTaHrnaca u 6mpeTKM B 6mpeTquoﬁ yCTaHOBKe npoBOAUTCA TOJZIbKO Mnocse nOoJIHOro
MCNoJib30BaHUA HaxXo4oAWMXCcA B HUX BelWecCcTB U UX O6pa6OTKM.



CHocka. MNyHKT 9 B pejakuumu npukasa MuHMCTpa 34paBooxpaHeHus PK oT 07.02.2017 N 10 (
BBOAUTCA B AEWCTBME MO UCTEYEHUM [ECATU KaNeHAapHbIX AHEW Mocne AHA ero nepsoro oduumanbHOro
ony6aMKoBaHUA) .

Fnasa 3. lMpoBegeHWe NPUEMOYHOro KOHTPOAA UCXOAHbLIX MaTepuanos (HEKapCTBeHHaﬂ CyGCTaHLIMH,
BCnomorartesibHoe BelIIECTBO), ncnosib3yembiX ANA U3roToBJ/IEHUA JIeEKapCTBEHHbIX npenapaTtoB

CHocka. 3arosioBokK [naBbl 3 B pefakuuu npukasa MuHUCTpa 3apaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMTCA B AeWCTBME MO UCTEYEHUU AeCATW KaneHAapHbIX AHel rnocne AHA ero nepsoro oduumManbHOro
onybimkoBaHuA) .

10. MpMEeMoYHbIi KOHTPOAb UCXOAHBIX MaTepuanoB (JleKapcTBeHHana cybCTaHuuA, BCMoMOraTesibHoe
BeWecTBO), WCMNONb3yeMbiX A/ U3rOTOBNEHUA JIeKapCTBEHHLIX MpernapaToB, 3ak/wyaeTcs B npoBepke
JOKYMeHTauuu, XapakTepusywweid napTuo npoAykuuum (TOBapOTPaHCMOPTHAsA HakNagHad, cepTudukaT
KayecTBa 3aBOAA-NPOU3BOAMTENA), COOTBETCTBMA cepuil Ha obpasuax NeKapCTBEHHbIX Cyb6CTaHUMin u
BCMOMOraTeNibHbIX BeWecTB CepusM, YKa3aHHbIM B COMPOBOAUTENLHOW [JOKYMeHTauuu, cOob6/AeHUA yCNoBUi
XpaHeHUA, TPaHCMOPTUPOBKU, a Takke MAEHTUOMKALMU NIeKapCTBEHHbIX CY6CTaHUMA U BCMNOMOraTesbHbIX
MaTepuanoB no nokasartenam "Ymakoska", "MapkupoBka" u "OnucaHue".

Mo nokasaTtenw "YnakoBka" npoBepAeTCA UEeNOCTHOCTb U COOTBeTCTBUE ¢M3MKO-XMMMHECKMM
cBOMCTBaM NneKapCTBeHHbIX Cy6CTaHHMﬁ N BCNOMOraTenbHbIX BelWwecCcTB.

Mo nokasaTenw "MapkupoBka" npoBepAeTCA HanMyue Ha STUKETKe Ha3BaHWA-MPOUM3BOAMTENA WU
npeanpuATUA, NPOU3BOAMBLIErO0 OKOHYATeNbHYW (acoBKy, HauUMeHOBAHWE NeKapCTBEHHOW cybcTaHuuu,
BCMOMOraTeNbHOro BelecTBa, ero mMacca (06bem), C yka3saHMeM MX KONMYECTBa, COCTaBa Ha eauHuLy
Maccel unuM obbema, HoMepa cepuu, Cpoka FOAHOCTU, AaTbl GacoBKM.

Mo nokasaTtenw "Onucanue" npoBepAeTcA BHEWHWA BMA, LUBeT, 3anax, OOAHOPOAHOCTb, OTCYTCTBME
BMAMMBIX MEXaHUYeCKUX BKJIOYEHUN B pacTBOpax.

CHocka. MyHKT 10 B pepakuuu npukasa MuHMCTpa 34paBooxpaHeHua PK oT 07.02.2017 N 10 (
BBOAMTCA B AENCTBME MO UCTEYEHUU AECATU KaJieHAAPHbIX AHeW nocse AHA ero nepBoro opuumanbHOro
ony6nMKoBaHuA) .

11. B cny4yae COMHEHMA B KayecTBe MO OQHOMY W3 noka3aTesiel, yKa3aHHbIX B MyHKTe 10
HacToAwux MMpaBun, 0b6pasubl NeKapCTBEHHbIX CYyOCTaHUWA M BCMOMOraTesibHbIX BeWecTB HanpaBiAWTCA B
3KCMepTHYW opraHusauuwo.

[lo nony4yeHnAa pe3ynbTaTOB aHaj/iM3a, OTK/IOHEHHble UCXOAHble MaTepuasbl MapKUPYHTCA U XPaHATCA B
anTekKke MU30/iMpoBaHO OT APYIrnUxX UCXOAHbIX MaTepuasnoB.

12. Mpu yCcTaHOBNEHUM HECOOTBETCTBUA MpU MNPOBEAEHUU NPUEMOYHOrO KOHTPONA MO MoKasaTenam
YnakoBka", "MapkupoBka", "OnucaHue", uMcCXogHble MaTepuansl BO3BPaWATCA MOCTABWWKY WM
YHUYTOXaWTCA.

FnaBa 4. MUCbMEHHbIA KOHTpPOJIb



CHocka. 3arosioBok lnaebl 4 B pefakuuu npukasa MuHUCTpa 3apaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMTCA B AeWCTBME MO UCTEYEHUU AeCATU KaneHAapHbIX AHel nocne AHA ero nepsoro oduuManbHOro
onybiMkoBaHuA) .

13. MMCbMeHHOMY KOHTPOJI0 NoABeprawTcA Bce, 6e3 NCKNYeHUA, NnekKapCTBeHHble NpenapaThbl,
N3roToBaeHHble B anTeke.

14. MWCbMEHHbIN KOHTpO/Ib 3aK/Kw4YaeTCcA B 3aMOJIHEHUU KOHTPOJIbHOIo JINCTKa HpOMBBOﬂbHOﬁ ¢OpMH
Cpa3y nocne uU3roTtoeneHUA nekKapCTBeHHOro npenapaTa.

B KOHTpO/NbHOM NIUCTKE yKa3blBaeTcA:

1) paTa U3roToB/IEHUA;

2) HOMep peuenTa wuUau Tp66OBaHMH MeaMLMHCKOW OpraHusaumm C yKa3aHuemM Ha3BaHWUA OTAEeNEeHUA;

3) HanMeHOBaHUA B3ATbIX JlieKapCTBeHHbIX BelecTB, UX KOANYeCTBO, obwnin obbem nam MaccCa, 4ucno
Ao3;

4) noanucu M3roTosBuBWEro, pachacoBaBWEro M MPOBEPUBLIErO NEeKapCTBEHHbIH npenapaT.

B KOHTpPOJIbHOM NINCTKE Ha3BaHWA HapKOTUYECKUX CPeAcTB, AAOBUTHIX, MCUXOTPOMHbIX BEWecTB,
npeKypcopoB MNOAYEpPKMBAWTCA KpacCHbM KapaHAaWoM, Ha NeKapCTBEeHHble npenapaTthl ANA AeTel CTaBuTCA
byksa "A".

KOHTpOﬂbHHﬁ JINCTOK 3anoJIHAeTCA Ha JIaTUHCKOM A3blke B COOTBETCTBUU C MoOC/iefoBaTe/IbHOCTbH
TexHo/Iornn usrotossieHnA. lpu 3anoJIHEHUU KOHTPOJIbHOrO JINCTKA Ha roMeonaTuyeckue JsieKapCTBeHHble
npenapaTtbl YKa3blBaWTCA Ha3BaHUA nocnefoBaTe/ibHO B3ATbIX roMeonaTu4eCKUX WUHrpeauneHTOB.

B cniydyae ucnosib3oBaHUA nonydabpukaToB U KOHLEHTPATOB B KOHTPOJSBHOM JIMCTKE YKA3biBATCHA MX
COCTaB, KOHLEeHTpauus, B3ATbiA 06bem uaM Macca. Mpu U3roTOBNEHUU MOPOWKOB, CYNMNO3UTOPUEB U MUIKIb
yKa3biBaeTcs obwaA mMacca, KOIMYECTBO M Macca OTAe/bHbIX J03. O6waAa Macca Nualib WM Cynrno3uTopueB
, KOHUEeHTpauus M obbeMm (MM Macca) U3OTOHMPYHWUX U CTABUAU3UPYHWUX BewecTB, A0HABEHHbIX B
rnasHele Kanau, pacTBOpbl ANA WHbEKLMA M WHOY3MIA, yKasbiBaeTCA Takke M Ha peuenTax.

Bce pacyeTbl Mpou3BOAATCA A0 W3rOTOB/EHUA JieKapCTBEHHOro npenapaTa M 3anucbiBawTCA Ha
06paTHON CTOpOHE KOHTPOJILHOTrO JIMCTKA.

B KOHTPOJILHOM NUCTKe YyKa3biBawTcA ¢(opMysibl pacyeTa M UCMONb30BaHHble MpU 3TOM KO3OOULMEHTbI
BOJOMOr/IOWEHUA ANA NeKapCTBEHHOrO0 PacTUTENIbHOrO CbipbfA, KO3DOULMEHTb yBenuveHua obbema pacTBOPOB
npu pacTBOpPEHUU NEeKAPCTBEHHbIX BeWwecTB, KO3QPUUMEHTb 3aMelleHUs Npu U3roTOBJIEHUU CYNNO3UTOPUEB.



15. Ha neKapcTtBeHHble npenapaTtbl, U3roToB/ieHHble U OTNylWeHHble OAHUM U TeM Xe JIUMUOM,
KOHTpOﬂbHHﬁ NIMCTOK 3anosiHAeTCA B npouecce U3rotToB/ieHNA NeKapCTBeHHOro npenapaTa.

16. KOHTpOﬂbHHe JINCTKN COXPaHAKNTCA B anTeke B Te4YeHMe OOAHOINo mMecAua CO OHA U3roToBJ/IeHUA
NneKkapcTBEHHOro npenapaTa.

17. W3roToBNEHHble JleKapCTBEHHbIE MpenapaTbl, peuenTbl U 3amnosIHEHHbIE KOHTPOJIbHbIE JIMCTKM
nepefanTCca Ha MpOBEPKY MPOBU3OPY-TEXHOJIOTY, BbIMOJHAKNWEMY KOHTPOJIbHbIE GYHKLUU MO COBIIAEHMI
TEXHONOrUM U3rOTOBJIEHUS U OTNYCKY JieKapCTBEHHbIX NpenapaToB. [poBepka 3ak/wyaeTcA B YyCTaHOB/IEHWUM
COOTBETCTBUA 3anuceil B KOHTPOJLHOM JUCTKE MPOMUCKM B peuenTe, NpaBUAbLHOCTU MPOU3BEAEHHbIX
pacyeToB.

Mo uToram MpoBepKW MOJSIHOTO XMMMYECKOro KOHTPOAA KayecTBa JiekapCTBEHHOro npenapaTta, B
KOHTPOJIbHOM /INCTKE MNPOCTaBAAETCA HOMEp aHaju3a M NOANUCb NPOBM3Opa-aHaAUTUKA.

FnaBa 5. BLIGOPOYHLIA ONPOCHLIA KOHTPOJb

CHocka. 3arosioBok naBbl 5 B pepakuuu npukasa MuHucTpa 3ppaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMUTCA B AeWCTBME MO UCTEYEHUU [eCATW KaneHapHbIX AHEei nocne AHA ero nepBoro oduumManbHOro
onybiMkoBaHua) .

18. Bbl6OpOYHbIi OMPOCHBIA KOHTPOJb MPOBOAUTCA MOC/e U3roTOB/ieHUA dGapmaueBTOM He 6osiee NATU
NeKapCTBEeHHbIX MpenapaToB.

Mpu npoBefeHUU BbIBOPOYHOTO OMPOCHOTO KOHTPOAS MPOBU3OpP-TEXHONOr Ha3biBaeT NepBoe BXoaduee B
NeKapCTBEeHHbI MpenapaT BewecTBO, a B JIeKapCTBEHHbIX MpernapaTax CJIOKHOro COCTaBa yKasbiBaeT Takxe
ero Ko/JIM4ecTBO, MOCJie Yero JMUo, KOTOpoe MpOBOAWIO €ro WU3roTOBJieHWe, Ha3biBaeT BCe B3ATble
NeKapCcTBeHHble BeWecTBa M WX KOAM4YeCcTBO. [pu Mcnonb3oBaHUM nonydpabpukaToB (KOHLEHTPaTOB)
GapmMaLeBT Ha3biBaeT TakXe WX COCTAB W KOHUEHTpauuio.

19. Ecnn B xope OMpPOCHOr0 KOHTpONA yCTaHaB/iMBaeTCA, YTO jonyweHa ownbka B U3rOTOBJIEHUM
NleKapCTBEHHOro npenapaTta, TO OHO MOAJEXUT PU3UYECKOMY M XUMUYEeCKOMY KOHTponw. B cny4ae
HEBO3MOXHOCTU MpoBefeHUA PU3NYECKOrOo U XUMUYECKOro KOHTPOJA NEeKapCTBEHHbIN npenapaT NoaNexuT
YHUYTOXEHUIO B COOTBETCTBUM C [lpaBuiaMW YHUYTOXEHUA NEeKapCTBEHHbIX CPeAcTB, WU3AeNnui MeaULUHCKOro
Ha3Ha4YeHUA U MeAUUMHCKOW TEeXHUKM, Npuweawunx B HeroAHoCTb, GanbCUPULMPOBAHHBIX, C UCTEKWAM CPOKOM
FOQHOCTU, YTBEPXAEHHbMU MPUKA3OM MUHUCTpa 3ApaBOOXPAaHEHMA U COUMANIbBHOrO pasBuTUA Pecnybnuku
KazaxcTaH oT 26 aBrycTta 2015 roga M 687 (3aperucTpupoBaHHbil B PeecTpe rocyAapCTBEHHON
permcTpaumMm HOPMATUBHLIX NPaBOBbIX akToB N 12122).

CHocka. MyHKT 19 B pepakumm npukasa MMHUCTpa 34paBooxpaHeHusa PK oT ©7.02.2017 N 10 (
BBOANTCA B AeWCTBME MO UCTEYEHUU [eCATU KaNeHAapHbIX AHEeW nocne AHA ero nepeoro oduuuanbHOro
onybimkoBaHuA) .

FnaBa 6. OpraHonenTU4ecKuit KOHTpPOJb

CHocka. 3arosioBoK lnaBbl 6 B pefakuuu npukasa MuHUCTpa 3apaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMTCA B AelCTBME MO UCTEYEHUU AeCATU KaneHAapHblX AHel nocne AHA ero nepeoro oduuManbHOro
ony6nMKoBaHUA) .



20. OpraHonenTu4eckMin KOHTPONb 3aKJ/WYaeTCA B MNpoBepke SieKapCTBEHHOrO npenapata, B TOM
yucne romeonaTu4eckoro, Mo nokasaTenAM BHEWHWA BuA, UBeT, 3anaxX, OAHOPOAHOCTb, OTCYTCTBMUE
BUAUMbIX MeXaHUYeCKUX BKJIIYEHUN B pacTBopax.

JlekapcTBeHHble MpenapaTtbl A/ BHYTPEHHero ynoTpebseHus npoBepawTCs Ha BKYC ANA B3pOC/bIX -
BLIGOPOYHO, ANA peTeilt - o6A3aTeNbHO.

21. OAHOPOAHOCTbL MOPOWKOB, FOMeonaTU4YeCKUX TPUTypauuit, Masei, MUAAb, CYNNO3MTOpUEB
nposepAeTCcA AO pa3fefieHUAs OAHOPOAHOM MacChl Ha A03bl B COOTBETCTBUM C TpeboBaHuamu o PK.

B TeyeHue paboyero AHA y Kaxaoro dapmaueBTa BbiGOPOYHO OCYWECTBAAETCS MPOBEpPKA Pa3/IUYHbIX
BWAOB JleKapCTBEHHbIX MpenapaToB.

FnaBa 7. Bbl6OpOYHbIA PU3MYECKUA KOHTPOJb

CHocka. 3arosioBokK [naBbl 7 B pefakuuu npukasa MuHUCTpa 3apaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMTCA B AelCTBME MO UCTEYEHUU AeCATW KaneHAapHbIX AHel nocne AHA ero nepsoro oduuManbHOro
onybimkoBaHuA) .

22. Bbl6OpOYHbI (U3UYECKUI KOHTPONb 3aK/wyaeTcA B NpoBepke obwel mMacchl Mam obbema
NleKapCTBEHHOr o npenapaTa, KoAuM4yecTBa U MaccChl OTAE/bHbIX A03, BXOAAWMX B AAHHbIA JIeKapCTBEHHbI
npenapat (HO He MeHee Tpex [03), U Ka4yecTBO YKYMOPKMU.

Bbi6opoYHOMY $U3UYECKOMY KOHTPOJI0 MOABEpPranTCs:

1) KaxaaAa cepua ¢aCOBKM ﬂpOMHmﬂeHHOﬁ npoaykuuum wu BHyTpManTeqHOﬁ 3aroToBKku B KoJsin4yecTBe
Tpex-nATn ynakoBOK, B TOM 4ucne ¢aCOBKa romeonaTn4eCckKnx nekKapCTBeHHbIX NMpenapaToB Ha npeamMmeT
cobnwaeHuna HOPMbI OTKﬂOHeHMﬁ, AoNyCTuUMble NpU U3roTOBJIEHUUN NeKapCTBEHHbLIX NpenapaTtoB (B TOM YHucne
FOMEOﬂaTquCKMX) B anTteke M HOPMbI OTKﬂOHeHMﬁ, AonycTtumble npu ¢aCOBKe ﬂpOMHNHEHHOﬁ npoayKuuu;

2) He MeHee Tpex MPOLEHTOB JIeKApCTBEHHbIX MpenapaToB, WU3roTOBJIEHHbIX Mo peuenTam (
TpeboBaHMAM) 3a OAWH paboynii feHb;

3) KOn4ecTBO roMeonatTunyeCcKmnx rpaHyn B onpeneneHHoﬁ MacCe HaBeCKWu;

4) Kaxgas cepusa NeKapCTBEHHbIX MpenapaToB, Tpebywwux cTepunausauuu, nocne pachacoBKU A0 UX
CTepuIM3auun B KOnM4ecTBe He MeHee NATWM dnakoHOB (BYTLIIOK) Ha MexaHW4Yeckue BKAWYEHUA (MOABMXHbIE
HepacTBOpUMble BelWecTBa, KpoMme My3blpbKOB rasa, C/y4YaiHO MpUCYyTCTBYylWMe B pacTBopax).

CHocKka. MyHKT 22 B pedakuumu npukasa MuMHMCTpa 34paBooxpaHeHnsa PK oT 07.02.2017 N 10 (
BBOAMTCA B AEWCTBME NO UCTEYEeHUM AeCATM KaNeHOapHbIX AHEel nocne AHA ero nepsBoro odpuunanbHOro
ony6aMKoBaHuA) .

23. B npouecce M3roTOBNAEHUA pacTBOpbl MOABEPralTCA NEepBUYHOMY U BTOPUYHOMY KOHTPOJIO HA
MexaHuyeckue BKJHYEHUA:



1) nepBMYHbIi KOHTPO/Ib OCYWECTBAANT nocie ¢uabTpoBaHMA U GacoBKM pacTeopa. Mpu >ToM
npocMaTpuBaeTCA Kaxpaas 6yTbiika unu GnakoH ¢ pacTBopoM. [lpu OB6HapyXeHUU MexXaHUYeCKUX BKJIYEHMi
pacTBOp MOBTOPHO GUALTPYWT, YKYNOPWBAT, BHOBb MPOCMATPUBaT, MapKUpyWT U CTepuUaU3ylT. PacTBopbl
, W3TOTOBJ/IEHHblE B acCenTUYecKuUX YCNOBUAX, NPOCMATpUBAT OAMH pa3 Mocje po3fiMBa WU
cTepuausywuero ¢UnbTPOBaAHUA;

2) BTOpPUYHOMY KOHTPO/I MoasiexaT Bce 6YTbIkKM M GNAaKOHbl C pacTBopaMmu, Mpolweauve CTaauio
cTepunusauuv, nepes odopMAEHUEM W YNAKOBKOW .

24. [na npocMoTpa 6yTeuiok (dnakoHOB) B peuenTypHO-NMpPOU3BOACTBEHHOM OTAene anTeku
co3faeTcA cneumanbHoe paboyee MecTO, 3awuweHHoe OT MNOMAfAaHMA MPAMbIX CONMHEYHbIX Ny4vei, rae
ycTaHaBnuBaeTca npubop "YCTpONCTBO ANA KOHTPOJIA pacTBOPOB Ha OTCYTCTBUE MEXaHUYeCKUX 3arpA3HEeHui
". lpumeHAaeTCcA 4YepHO-6enblii 3KpaH, OCBEWeHHbIH Takum 06pa3omM, 4YTOObl UCKANYUTbL MOMajaHue cBeTa B
rnasa HenocpeacTBEHHO OT ero UCTOYHMUKA.

25. KoHTponb ocywecTBAAETCA MPOBU30OPOM-TEXHOJOrOM MyTeM MpoCMOTpa pacTBOPOB HEBOOPYXEHHbIM
rf1a3omM Ha 4YepHoM M 6enoMm GoHax, OCBEWEHHbIX INEeKTPUYEeCKON MATOBOW NlaMnoW B WeCTbAECAT BaTT WU
Nlamnon JHEeBHOro cBeTa B ABajuaTb BaTT, A/IA OKpAWEHHbIX PAacTBOPOB Ha YepHOM ¢oHe - CTO BaTT, Ha
6enom- TpuauaTb BaTT. PaccToAHue OT rnasa Ao npocmaTpuBaemoro obbvekTa ABaguaTb NATbL - TpuauaTb
CaHTUMETPOB, a Yrosl ONTUYECKONW OCUM NPOCMOTPa K HamnpaB/iieHWW CBeTa OKONO AEeBAHOCTO rpadycCoB.
JInHna 3peHuAa HanpaBnAeTCA K HU3Y MNpu BepTUKaSIbHOM MNONOXEHUU [OJI0BbI.

26. MpocmaTpuBaeMble 6YTbUIKM M GAAKOHbI MMENT YUCTYH U CYXYH HapyXHyl MNOBEpPXHOCTb.

27. B 3aBUCUMMOCTU OT obbema OyTbiNKM WMAM $NakoOHa MPOCMATPUBAKWT OAHOBPEMEHHO OT OAHOW A0
NATW WTYK. ByTbUIKM unAu GnakoHsl 6epyT B ofHY UM B 06e pyKM 3a TFOPJIOBUHbI, BHOCAT B 30HY KOHTPOSA
, MNaBHbM ABWXEHMEM NepeBOpaYUBaT B MONOXeHWe "BBEpX AOHLILKOM" WM NPOCMAaTPUBAT Ha YEpPHOM W
6enom doHax. 3aTem NNaBHbIM ABWXEHMEM, 6e3 BCTPAXWBaAHUA, NepeBOpayYnBalT B MepBOHaYaslbHOe
nosoxeHne "BHWU3 [OHLIWKOM" M Takxe MPOCMAaTPUBAWT Ha YepHOM M 6enom QoHax.

28. Bpemsa koHTponA, 6e3 3aTpaT Ha BCNOMOraTeJibHble onepauun, CoCTaBnAeT:

1) opHoit 6yTbinku (PnakoHa) BMECTUMOCTbK CTO - MATHCOT MWANUAUTPOB A0 ABAALATU CEKYHA;

2) AByX 6yTbinoK (PpNakoHOB) BMECTUMOCTbK MATbAECAT - CTO MWUIWINTPOB AECATb CEKYHA;

3) oT AByX Ao NATM 6yTbiokK ($GNakoHOB) BMECTUMOCTbI MATbAECAT MWUIMAUTPOB B Npedenax
BOCbMU - JECATU CeKYHA.

29. 3abpakoBaHHble MO HaUYMI0 MEeXaHWYeCKUX BKWYEHUA 6YTbiAKM MM GNAKOHbI BbHIGUPAT K
YKNaAblBalT OTAENbHO B CMeuuanbHyw Tapy. WX packpbiBalT M CAWBAWT comepxumoe.

FnaBa 8. XMMMYECKMIA KOHTPOJb



CHocka. 3arosioBok lnaBbl 8 B pefakuuu npukasa MuHUCTpa 3apaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMTCA B AeWCTBME MO UCTEYEHUU AeCATU KaneHAapHbIX AHel nocne AHA ero nepsoro oduuManbHOro
onybiMkoBaHuA) .

30. XvMn4deckumn KOHTPOJIb 3aK/K4YaeTCcA B OuUeHKe KaydeCTBa U3roToBJ/IeHUA NeKapCTBEHHbIX
npenapaTtoB NO nokKa3aTesAaMm:

1) NOANNMHHOCTb, WCMbITAHMA Ha HYUCTOTY M AONyCTUMble npenenbl npwmeceﬁ (KaHECTBEHHHﬁ aHaﬂMB);

2) KonuyecTBeHHoe onpegeneHve (KOMMYECTBEHHbI aHanu3) NeKapCTBEHHbIX BelWecTB, BXOAAWMX B
ero cocTas.

31. KayecTBEHHOMY aHa/iu3y MoABepranTcA:

1) BoAa OYMWeHHAs, BoAda ANA UHbEKUWMU exeaHeBHO (M3 Kaxgoro 6ansioHa, a npu nogaye Bogpl Mo
TpybonpoBoay Ha KaxAoM paboyeM MecTe) Ha OTCYTCTBUE XNOpUAOB, CynbdaToB U conei KanbLus.

Boay aonAa MHBEKHMﬁ, npegHa3Ha4YeHHYW AONA JleKapCTBEeHHbIX MNMpenapaTos, Tpe6ymmmx acenTu4eckux
ycnosmﬁ N3roToBaeHNnA, KpomMe yKa3aHHbIX Bbllle MCﬂHTaHMﬁ, Heob6xoAnMo npoBepUTb Ha OTCYyTCTBMUE
BOCCTaHaB/MBAWWWX BelWecTB, CONEN aMMOHUA U yronbHoOoro aHrungpunga B CcOOTBeTCTBUM C TPE6OBaHMHMM ro
PK.

Pe3ynbTaTbl KAa4eCTBEHHOrO aHanu3a perucTpupywTcs B XypHane peructpauuu pesynbTaToB
KOHTPONA BOAbl OYMWEHHON M BoOAbl AN UHbEKUWMU Mo GopMe COrlacHO MpUNIOXEHWUI 4 K HacToAwuMm MpaBunam
, CTpaHWUbl KOTOPOro HYMepywTCA, MNpOoWMBaTCA, 3aBepsAlTCA MOAMUCLHY PYKOBOAUTENS anTeKku u
CKpennAnTCA MevyaTbl anTeku;

2) BCe neKapcTBeHHble MpenapaTbl, KOHUEHTpaTbl U nonypabpukaTel (B TOM 4uc/ie romeonaTuyeckue
HacTOWKM, TpUTypauuu, pacTBOpbl, pa3BeAeHUs), MOCTynawwue M3 MOMeWeHWn XpaHeHUs B acCCUCTEHTCKYH
KOMHaTy, a B C/lydae COMHEHUA - JleKapCTBeHHble cybCcTaHuuu, MnocTynawwue B anTeky CO CKaaja
NoCTaBWMKA;

3) KOHUeHTpaTbl, nonydabpukaTbl U XUAKUE JSieKapCTBEHHble BelwecTBa B 6WPETOYHOW YyCTAHOBKE U B
WTaHrnacax ¢ NUMNeTKaMum B AaCCUCTEHTCKOW KOMHaTe npun 3anoJIHeEHUU;

4) nekapcTBeHHble MpernapaTsl MPOMbIWIEHHOO MPOU3BOACTBA, pachacoBaHHble B anTeke,
BHyTpManTeyHasa 3aroToBKa, M3roTOB/NEHHAs M pacdacoBaHHas B anTeke (Kaxgasa cepusa).

32. KayecTBEHHOMY aHanu3y MoABEepralTcA Bbl6OPOYHO:

1) neKapcTBeHHble npenapaTbl, U3roToBJIeHHble MO peuenTam U TDE6OBaHMﬂM MeAUUNHCKUX
opraHM3auMﬁ. Y kaxgoro ¢apmaueBTa B Te4eHwue pa6oqero AHA npoBepAeTCcA He MeHee OeCATU NMpoueHTOB
OT obWwero KonnyecTBa WM3roOTOBJIEHHbLIX NeKapCTBEHHbIX npenapaToB,



2) nekapCTBeHHble NpenapaThl AnS AeTell, JieKapCTBEHHble MpenapaThl, NpUMeHseMble B T1a3HOM
npakTuKe, coAepxalue HapKOTUYeCKue cpefcTBa, MCUXOTPOMHble BewecTBa, NPeKypcopbl, AAOBUTbE
BewecTBa, roMeonaTuyeckue CpeacTBa [0 HEeTBEPTOro LeCATUYHOrO pa3BefeHus, cojepxauue ALOBUTbHIE,
HeopraHuyeckue U opraHuyveckue.

33. Pe3yanaTu Ka4eCTBEHHOro aHasiun3a perucTpupywnTca B XypHane peruncTtpaumn pesysibTaToB
KOHTpONA NeKapCTBeHHbIX Cy6CTaHHMﬁ Ha MNOAJIMHHOCTb.

34. MoONHOMY XMMUYECKOMY KOHTPOJI (KayeCTBEHHbIi U KONWYECTBEHHbI aHanu3) nofBeprawTca:

1) pacTBOpbl 4nA WHbEKUWA M UHOY3MIA A0 CTepuiv3auuu, BKJIKWYAA OMpenesieHue BeJsINYMHbI
KUCNOTHO-Weno4YHoro 6anaHca (pH), W3OTOHUPYHWMX U CTABUNU3UPYHWMX BewWecTB.

[lna KOHTponAa nocne cTepuansauum oTbupaeTca oauH GNakoH OT Kaxoi Cepunm W nposepAeTCcA Ha
BE/IMYMHY KUC/IOTHO-WeNoYHOro 6anaHca, NOAJIMHHOCTb M KOAWYeCTBEHHOE cofepXaHue AeicTBYHnX
BelecTs;

2) cTepwu/bHble pPacTBOPbl AN HAPYXHOro npuMeHeHuAa (oQTasibMONIOrU4Yeckme pacTBOPbl ANA OpPOWEHMUIA
N paCTBOpH Ana ne4yeHma OXOroBbIX HOBerHOCTeﬁ n OTKpHTHX paH, AanAa MHTpaBaFMHaﬂbHOFO BBeOeHUA "
Apyrue);

3) rna3Hble Kananm U Mmasun, copgepxaHme U30OTOHUPpYHUWUX U CTa6MﬂM3MpymmMX BewecTB B KOTOPbIX
onpepenAaeTca AO CTepunnusauun;

4) nexkapcTBeHHble MpenapaTbl ANA HOBOPOXAEHHbIX AeTeil (Npu OTCYTCTBUU METOAMK
KOMIMYECTBEHHOIO0 aHanu3a, [AaHHble JIeKapCTBEHHble MpenapaTbl MOABEPrawTCA KavyeCTBEHHOMY aHanu3y).

M3roToBaeHMe C/IOXHbIX MO COCTaBYy JleKapCTBEeHHbIX MpenapaToB AN HOBOPOXAEHHbIX AETEﬁ, He
nMewmnx meToguk KaydeCTBeHHOro U KosiMm4eCTBeHHOINo aHaanm3a, Npou3BOAATCA Nnona HabwaeHnem
npoBu3opa-aHaJinTuKa,

5) pacTBOpbl aTponuHa cyabdaTa M KUCAOTbl XJIOPOBOAOPOAHOW (AN BHYTpeHHero ynoTpebneHus),
pacTBoOpbl pTYTU AuXJopuaa u cepebpa HUTpaTa;

6) KOHUeHTpaTbl, nonydabpukaTbl, TpUTypauuu, B TOM 4YUC/ie XMAKME roMmeonaTuyeckue pasBefeHus
HeOpraHMYeCcKMX U OpPraHUM4ecKUX NeKapCTBEHHbIX BeWwecTB W UX TPUTypauuu A0 TpeTbero AeCATUYHOro
pa3BefeHuUs. U3roToBfeHUMe roMeonaTUYeCKUX JieKapCTBEHHbIX NMpenapaToB, He WMeKWwUx MeToauK
Ka4YeCTBEHHOIO M KOJIMYECTBEHHOrO aHa/nu3a, MpOM3BOAMTCA Mof HabfaeHMeM NpPoBU3Opa-aHaANUTUKA;

7) BHyTpuanTeyHas 3aroTOBKAa JIeKapCTBEHHbIX MpenapaToB (Kaxaaa cepus);

8) cTabunusaTopbl, MpUMEHAEeMble NMPU W3TOTOB/IEHUM PACTBOPOB ANA MHbeKUMA W BydepHble pacTBOpPbI
, MpuMeHAeMble NMpU U3rOTOBJIEHUM TNa3HbIX Kanesb;



9) KOHUEeHTpauua CnMpTa ITWUIOBOrO NyTeM onpefesieHUs NJAOTHOCTU (CNUPTOMEPOM) MpU pasBefeHuU
B anTeke, a B C/lyd4ae HeobXOAMMOCTU - MpuU MpUeMe CO CKNaja MoCTaBWMKA;

10) KOHUEHTpauus cnuMpTa 3TUIOBOIrO B BOAHO-CMMPTOBLIX FOMEOMATUYECKUX pacTBOpax,
pasBefeHusx u kannax (kaxgaa cepusd);

11) romeonaTu4yeckue rpaHy/bl Ha pacnagaemMocTb (Kaxzdas cepus).

35. TMONHOMY XWMMYECKOMY KOHTPOW (Ka4eCTBEHHbli U KOJNIMYECTBEHHbIH aHanu3) Bbl6OPOYHO
noaBeprawnTCcs JieKkapCTBEHHble NpenapaThl, U3rOTOBJIEHHbe B anTeke Mo peuenTam uaum TpeboBaHUAM
MEAMUMHCKUX OpraHuW3auuii, B KOJIMYECTBE He MeHee TpeX JIeKapCTBEHHbIX NMPenapaToB B OAHY CMeHy.

JlekapcTBeHHble MpenapaThl A8 AeTei, NpUMeHseMble B TFJ/la3HOW MpakTuke, cofepxauue
HapKoTUYeckue cpeacTBa, NCUXOTPOMHbIE BewecTBa, MPeKypcopbl U AAOBUTbHIE BewecTBa, a Takke pacTBOp.I
AN ne4vyebHbIX KNM3M TpebywT 0C060ro BHUMaAHUA.

36. ExekBapTa/bHO MPOBOAMTCA MOJIHbIA XUMUYECKUA aHaNIU3 OYMIEHHOW BOAbl.

37. W3roToBneHWe apoMaTHbIX BOA, BHYTpManTeYHON 3aroTOBKM JieKapCTBEHHbIX MpenapaToB A/A
HapyXHOTO MPUMEHEHWUA, JIEKapCTBEHHLIX MpPenapaToB COAEpXalWuX LeroTb, WXTUOA, Cepy, HadTanaHCKyw
HedpTb, KOMIOAMIA, CBMHLOBYH BOAY, a Takke roMeonaTuYeckue JieKapCTBEHHble mpenapaTthl, aHaiu3
KOTOpbIX HE MpeACTaB/AETCA BO3MOXHbIM OCYWECTBUTb B YC/AOBUAX anTeku, MpPOBOAUTCA B NpucyTcTBumn (
noj KOHTPOJieM) MpOBM30pa-aHanuTHKa.

nasa 9. KoHTponb npu oTnycke

CHocka. 3arosioBok lnaebl 9 B pefakuuu npukasa MuHUCTpa 3apaBooxpaHeHna PK oT 07.02.2017 N
10 (BBOAMTCA B AeWCTBME MO UCTEYEHUU AeCATW KaneHAapHbIX AHel nocne AHA ero nepsoro oduumManbHOro
onybiMkoBaHuA) .

38. KoHTponw npu oTnycke MNoABeprawTcA BCe U3rOTOB/IeHHble B anTekax JieKapCTBeHHble rpenapaThl
» B TOM 4Hucne romeonatunyeckue.

KOHTponb npu oTnycke BKAWYaeT B cebA npoBepky COOTBETCTBUA:

1) ynakoBKM JleKapCTBEHHbIX MpenapaTtoB OU3MKO-XUMUYECKUM CBOMNCTBAM BXOAAWWUX B HUX
NeKapCTBEHHbIX BeWecTB;

2) yKasaHHbIX B peuenTe 03, B TOM 4YMC/e BbICWMX PA3OBbIX A03, BLICWMX CYTOYHbIX O3
NeKapCTBEHHbIX MpenapaToB BO3pacTy 6OJbHOIO;

3) HOMepa Ha peuenTe W HOMepa Ha 3TUKeTKe;

4) dammnuu 60NbHOrO Ha KBUTAHUMM, GamMuIMKM Ha DTUKETKe U peuenTe;



5) opopmieHUs NeKapCTBEHHbIX MpenapaToB TpeboBaHUAM, YCTAHOBJIEHHbIM 3aKOHOAATENbCTBOM
Pecnybnukn KasaxcTaH B cdepe obpaweHus nekapCTBEHHbIX CPeAcTB, U34eNnid MeAUUMHCKOrO Ha3Ha4vyeHus u
MeAULMHCKON TEeXHUKWU.

39. JlekapCTBeHHble npenapaTbl, OTNyCKaemble B MeAWUMHCKWE OpraHu3auuu, odopMnAanTCA HaANUCAMU

Ha pacTBopax ANA nevyebHbix KAu3m - "InAa knu3Mm", Ha pacTBopax AN Ae3uHdekumun - "[Ans pgesumHpexkuun"
, "ObpawaTbCA C OCTOPOXHOCTbW", Ha BCe JIeKapCTBEHHble MnpenapaTbl, OTNyCKaeMble B AETCKUE OTAeNeHud
- "lletckoe".

40. /lvuo, ocyuwecTBAsKWee KOHTPOAb NpU OTNyCcKe NeKapCTBEHHOro npenapaTta, MNOAMWUCHIBAETCA Ha
0obpaTHO cTopoHe peuenTta (TpeboBaHuA).

FnaBa 10. OpraHuM3auma paboTbl MO KOHTPOJIbHO-AHANIMTUYECKOMY O6CAYXMBaHWI0 anTek

CHocka. [paBuna ponosnHeHsl naBoin 10 B COOTBETCTBMM C MPUKA3OM MuHMUCTpa 34paBooxpaHeHus PK
OT 07.02.2017 N 10 (BBOAUTCS B OEWCTBME MO UCTEYEHUU OeCATU KaNeHAapHbIX OHEW Mocne AHA ero
nepeBoro opuuManbHOro onybsMKoBaHuUA).

41. [Ina OCywWecTBAEHUA KOHTPOJIbHO-aHaIUTUYECKOro 06CNyXMBaHUA, OCYWECTBNEHUA KOHTpONA
Ka4YecTBa W3rOTOBJIEHHbIX NeKApPCTBEHHbIX GOpM B YCNOBUAX anTeku, obecneyeHUA XUMUYECKUMU peakTUBaMM
» TUTPOBaHHLIMW pacTBOpaMu, B COOTBETCTBMM C [paxpaHCKMm Koaekcom Pecny6suku KasaxcTaH oT 27
nekabpsa 1994 roga (pmanee - paxAaHCKMIA KoAeKC) anTeka 3akjw4vaeT C pecnyb/IMKaHCKWUM
rocygapCTBEeHHbIM NpeanpuATMEM Ha NpaBe XO3ANCTBEHHOro BegeHuA "HauMOHaNbHLIN LEHTP 3KCnepTusbl
JIeKapCTBEHHbIX CPeacTB, u3gennihi MeAUUMHCKOrO Ha3HAYeHMA UM MeAUUMHCKOW TexXHUKU" MuHMCTepcTBa
3ApaBooxpaHeHus Pecnybnvku KasaxcTaH (panee - UeHTp), SABAANWMMCA FOCYAapCTBEHHOW 3KCMepTHOM
opraHusauuen B chepe obpaweHWs NeKapCTBEHHbIX CPeACTB, WU3AeNUA MeAUUMHCKOrO Ha3HayeHusa wu
MeAWLMHCKON TeXHUKU UAN C ee TeppuTOopuanbHbIMU GUAMANaMU JOFOBOP O KOHTPOJIbHO-aHaNUTUYECKOM
ob6CcnyXmMBaHUM M obecneyeHUM XUMUYECKUMU peakTuMBaMu, TUTPOBAHHbIMM pacTBopamu (Aanee - [JOroBOp).

UeHTp M ero TeppuTopuanbHble OunManbl UMEHT WUCNbITaTeNbHble nabopaTopuun (fanee -
ucnbiTaTenbHaa nabopaTopua), akKpeAUTOBaHHble B COOTBETCTBMM C lpaBunamu MNpoBeAeHUA aKKpeauTauuu
UCMbITaTeNbHbIX NabopaTopuil, OCYWeCTBAANWUX MOHOMOJIbHYH AeATENIbHOCTb MO 3KCMepTU3e U OLEHKMW
6e30MacHOCTM U KayecTBa NeKAapCTBEHHbIX CPeACTB, W3A4eNuii MegUUMHCKOrO Ha3HaveHuA, yTBepXAEeHHbIMU
npukKasom MMHUCTpa 3ApaBOOXPAaHEHUA U CouMaNbHOro pasBuTuAa Pecnybnuku KasaxcTaH oT 29 mas 2015
roga N 412 (3aperucTpupoBaHHbIl B PeecTpe rocyAapCTBEHHON perucTpauMum HOPMaTUBHbLIX MPABOBLIX aKTOB
Ne 11487).

Bbibop McnbiTaTeNbHOW NabopaTopuu OCYWeCTBASETCA MO YCMOTPEHUW anTeKwu.

MpuobpeTeHne anTeKoW XUMUYECKUX peakTUBOB WU TUTPOBAHHLIX PacTBOPOB MPOU3BOAUTCH Ha
OCHOBaHWU NPeACTaB/EHHOrO B MUCMbITaTeslbHylo JlabopaTopuw TpeboBaHUS Ha XUMUYECKUE peakTuBbl W
TUTPOBAHHbIE PACTBOPbLI MO (pOpMe COrNacHO MPUSIOKEHWUK 5 K HacToAwuM [paBuiam.

OnnaTa CTOMMOCTHM KOHTPOJIbHO-aHa/INTN4eCKOro O6C}'Iy)KVIBaHVIF|, ocyuecTBneHNUA KOHTpONnA KayecTBa
N3rOTOBJIEHHbIX NeKapCTBEHHbIX ¢OpM B yC/noBUAX anTeku u obecneyeHnss XUMMYECKUMU peakTusamu,



TUTPOBAHHLIMW paCcTBOpaMyu MPOU3BOAUTCA aNTEKONW Ha OCHOBAHMU [OroBOpa, 3aKJ/WYEHHbIM B COOTBETCTBUM
¢ paxAaHCKUM KOAEKCOM.

42, TepeyeHb KOHLEHTpaToB, NoaydabpukaToB M BHYTpUaANTEYHOM 3aroTOBKU JieKapCTBEHHbIX
npenapaToB, W3roTOBJISIEMbIX B anTeke, yTBepxAaeTcCA WUCMbITaTeNbHOW nabopaTtopuein, C KOTOPOW 3aky4YeH
OOroBOp O KOHTPOJbHO-aHANUTUYEeCKOM O6CAYXMBAHUU B COOTBETCTBUM C [lpaBunamum M3roTOBAEHUA
NIeKapCTBEHHbIX NpenapaTtoB U U3genuih MeAWUMHCKOrO Ha3Ha4YeHuA, YTBEpXAEHHbIMU MOCTaHOBJIEHUEM
MpaBuTenbctBa Pecnybankmn KasaxcTaH oT 16 AHBapAa 2012 roga M 60. B AaHHbIA nepeyeHb BKAKYAKWTCA
NekapcTBeHHble GopMbl, Cofdepxalue COBMECTUMbIE NeKapCTBEHHble CPpeAcCTBa, Ha KOTOpble UMeKTCA MeTOAUKM
aHasnM3a AnA MoJIHOro XMMUYeCKOro KOHTPOaA C YyCTaHOBJIEHHbIMU CPOKaMU FOAHOCTH.

43. UcnbiTaTenbHaa fabopaTopus ocywecTBAseT Bble34 B anTeky OAMH pa3 B KBapTaa nogsepraer
BbIBOPOYHOMY MOSIHOMY QU3UKO-XUMUYECKOMY KOHTPOJ OAMH NPOLEHT OT M3rOTOBNEHHbIX BUAOB
NeKapCcTBEHHbIX MpenapaToB, WMEWWUXCA B HalMYUM B AeHb MOCEWEeHUs, HO He MeHee MATU NeKapCTBEHHbIX
npenapaToB, BKJ/KWYaA BOAY OYMWEHHYW, BOAY ANA WHbEKLUWI, npenapaTbl AJ8 HOBOPOXAEHHbIX, AeTCKue
NeKapCcTBeHHble MpenapaTbl, MpeAHa3HaYeHHble AeTAM A0 1 roja, CTepusbHble U HecTepu/bHble
NeKkapCcTBeHHble MpenapaTbl, HECTOWKME U CKOpOMOpTAWMECS NieKapCTBEHHble npenapaTtbl (pacTBOpbl aMMuaka,
nepokcuaa Bojopofa, Wopa M ¢opMmanbierufa) M BHYTpPUaNTEYHYH 3aroTOBKY.

AHanNn3 M3roTOBAEHHLIX JleKapCTBEHHbIX MpenapaToB MPOBOAUTCA CneuuasucTamum UCMbITaTeNbHOW
nabopaTtopuu HenocpeACTBEHHO B anTeke. B cny4Yyae HEBO3MOXHOCTU OCYWECTBUTb KOHTPOJb KayecTBa
NekapcTBeHHON $opMbl B YC/NOBUAX anTeku, Takue npenapaTthl noasexaT U3bATUI, MpU OTOM COCTaBnAeTCA
aKT U3bATUA NleKapCTBEHHLIX NMpenapaToB, B3ATbIX AJA KOHTPOJAA WX KadecTBa MUCNbITaTeNbHOM
nabopaTopueil 3KCnepTHOW opraHu3auuu (TeppuTopuanbHoro ¢unamMana) no Gopme COrfacHO MNPUNOKEHUND 6 K
HacToAwum [paBunam.

44. Pe3ynbTaTbl NOCeWEHUA anTeKu U NPOBEAEHHbIX aHa/IM30B KOHTPOJSIA KayecTBa M3TOTOBNEHHbIX
npenapaToB 3aHOCATCA B XypHa/ MOCEWEeHUMN anTekKu CheuuanncTamu UCNbITaTeNbHOW slabopaTopun
3KCMepTHOW opraHusauuu no Gopme COrJlacHO MPUIOXEHW 7 K HacToswum MpaBunam. CTpaHuubl XypHana
HYMepyKwTCA, WHYPYKWTCA U 3aBepANTCSA MOAMUCHI0 PYKOBOAUTENS W MeyaTbl anTeyHoW opraHusauuu (npu
HaNM4yMM) M BU3UPYETCA WUCNbITaTeNbHOW nabopaTopueil.

MpunoxeHune 1
K lpaBunam nposepeHuA
BHYTpManTe4YHOro KOHTpPONA
M3TrOTOBJ/IEHHbIX JieKapCTBEHHbIX
npenapaToBs

NepeyeHb TMNOBLIX HAGOPOB CpeACTB U3MEPEHU, UCMLITAaTEe/IbHOro
o6opyAoBaHuA, NabopaTOpHOM MOCyAbl, BCMOMOraTesIbHbIX MaTepuasnos,
npuUMeHAeMbIX NpU NpoBeAeHUU AHANMTUYECKUX paboT B anTekax

1. TunoBoi Habop cpeacTB U3MepeHuit, UcnbiTaTeNbHOro o6opyaoBaHus

1. Bechbl paBHoMje4yne py4Hble C npefesiamm B3BelWWBaHUA B rpamMmax:

oT 0,02 rpamm go 1 rpamma;



oT 0,1 rpamm go 5 rpammosB;

oT 1 rpamma Jo 20 rpammMoB;

oT 5 rpamm go 100 rpammMmoB.

2. Becbl TexHM4eckue anTeyHble BA-4.

3. upn TexHu4yeckme 4yeTBepTOro kKnacca or 10 mr go 1 Kr.

4. TUpM TexHU4Yeckue BTOPOro Kaacca MWIMTpamMMoBble (pa3HoBec).

5. pH-meTp (MAM MOHOMep).

6. PedpakTomeTp.

7. TepMoMeTp PTYTHbIl CTeKNAHHbIA nabopaTopHbii B 1 °C oT © °C go 100 °C.

8. TepMoMeTp TexHu4eckuii AnAa cywunbHoro wkadpa oT @ °C go 200 °C.

9. ApeomeTpbl (MU OEHCUMETPHI) .

10. CnupToMeTpbl CTeknAHHble (Habop).

11. YCTpOWCTBO A/ KOHTPONS CTepu/bHbIX PacTBOPOB Ha OTCYTCTBUE MeXaHUYeckux BkJ4veHui (YK
-2).

12. baHA BoAAHas NnabopaTopHas C OFHEBbIM MAM SNeKTpPU4YeCckum nogorpeBoM. 13. InekTponanTKa
nabopaTopHas.

14. CnupToBKa.

15. Jlyna pyd4HaAa pecATuUKpaTHaA.

16. lWkad CywmnbHbI 3MEKTPUYHECKUN.

17. Yacbl neco4Hble HaCTO/NIbHble Ha 1, 2, 3, 5 MUHYT WUAM 4Yacbl CUrHanbHble. 18. UHAMKATOpPLI U
peaKTuBbI.

2. MpuMepHblii NepeyeHb NabopaToOpHON Nocyabl,



BCNOMOraTe/ibHbIX MaTepuanoB

1.

10

1e.

11.

12.
0,02 mn);

13.

14.

15.
; 400 mn.

16.

17.

BlopeTka npsamMas ¢ KpaHoMm (MM C ONUBOIA) BMECTUMOCTbIO:

MUIIUAINTPOB, 25 MUAAWAUTpOB (panee — Mn).

BopoHka pgenuTenbHasa uuMaMHOpuyeckKkana BMeCTUMOCTbK: 50 mn; 100 mn.

Jllocka cTeknAHHaa wau ¢apdopoBan ANA KanesbHOro aHaausa.

BopoHKa mpocTas KOHycoobpasHasa c KopoTkum cTtebnem N 1 1 25 mm; N 2 [ 35 mm.

KanenbHuua anAa MHAMKATOPOB W peakKTUBOB.

MeH3YypKKU CTEeKNAHHble BMECTUMOCTbl: 50 mn (ueHa geneHua 5 mn); 100 mn (ueHa peneHus 10
mn (ueHa peneHua 25 mn).

MukpobrpeTku BMeCcTUMOCTbH: 3 MA (ULeHa Aenenus 0,02 mn); 5 mn (ueHa peneHua 0,02 mn).

Mano4Ykn CcTekNsAHHble, 1 3 MM.

MuneTka anTeyHasa C OTBOAHOW TPy6KOW BMECTUMOCTbW: 3 MA; 6 M.

MuneTka rnasHasn.

MuneTtka (Mopa) C ofHON MeTKOW, BMECTUMOCTbW: 5 mMa; 10 mna; 20 mna; 25 M.

NnuneTka C AeNeHusMU, BMeCcTUMOCTbl: 1 mMn (ueHa Aenenus 0,01 mn); 2 ma (UeHa AeneHus
5 mn (ueHa penexua 0,05 mn); 10 mn (ueHa penenus 0,1 mn).

Mpobupkn xumuyeckue ¢ auameTpamu 14 mm; 16 mMm; 21 MM,

Mpobupkn rpafynpoBaHHble, BMECTUMOCTbK: 5 ma; 10 mn; 15 mn; 20 mn.

CTakaHbl BbICOKME M HU3KME U3 TEepMOCTOMKOro cTekna, BMeCTUMOCTbw: 50 mn; 100 mn; 250

CTekNla npegMeTHble ¢ yraybneHusmu (AnA KaneibHOro aHanu3a).

CTynka 1 nectuk 3 anameTp 86 MM.

Mn



1 8. Tpybku xnopkanbuueBble C OLHMM WAapoM: AuameTp 25 Mm; guameTp 30 mMm.

19. UunuHapbl U3MepuTesibHble C HOCUMKOM BMeCTUMOCTbi: 5 mn; 10 mn; 25 mn; 50 mn; 100 mn; 250
Mn; 500 mn.

20. UunuHapbl uamepuTesibHble C NpUWAMPOBAHHON MpPO6KOA BMeCTMMOCTbI: 10 mn; 25 mn; 50 mn;
100 mn; 250 mn; 500 mn.

21. Yawka BbinapuTenbHasa ¢apdopoBas N 1-3, BmecTumOoCTbl: 25 mn; 50 mn; 100 mn.

22. baHKa c npuTepToh NpobKon, BMeCTUMOCTbW 25 mn; 50 mn; 100 mn.

23. Yawka MNeTpu [-100 mm.

24. bymara ¢unbTpoBanbHas.

25. lpywa pe3nHoBaA AN MUKPOOGHPETOK M MUMETOK.

26. 3axuMbl ANA pe3MHOBbIX TPyboK (BWHTOBOWN FodMaHa uau npyxuHawumid Mopa).

27. Kancynatopka u3 naacTtmMaccel 1 (manaa), 2 (cpegpHsa), 3 (6onbwasn).

28. KapaHjaw no cTekay, nanoyka rpadutoBas (M3roTaBAMBaWT M3 TBepAoro rpaduta, npocToro
KapaHZawa, KoTopblii nepes ynoTpebieHuem NpoKanuBawT).

29. HOXHWUbI, MUHUET.

30. lWlTaTMB NONMSTMNEHOBLIN Ha 10 npobupok, 20 npobupok.

31. WnaTenb W3 MOJMMEPHBIX MaTepuanoB uan Gappoposbiii.

MpunoxeHune 2
K lMpaBunam nposepeHuA
BHYTpManTe4YHOro KOHTPOAA
M3TrOTOBJIEHHbIX JieKapCTBEHHbIX
npenapaTos

XypHan

perucTpauuMum pesynbTaTOB OpraHoNAenTU4ecKoro, Bbl6OpoYHOro
¢u3n4ecKkoro KoOHTpoNnA, XUMUYECKOrOo KOHTPOJA BHYTpManTe4yHOW
3aroToBKU, JleKapCTBEHHLIX MpenapaToB, M3rOTOBJIEHHbIX MO
peuenTtam(Tpe60BaHUAM MeAULMHCKUX OpraHu3auuii), KOHLEHTpaToB,
nonypabpukaTtoB, TpuUTypauuih, CNUpTa 3TUIO0BOro U $acoBKM



CocTaB NnekapCcTBEHHOro
npenapaTta wuau
onpepenaeMoe BewWweCcTBO

N cepum
. (MoH). YcnoBHoe Pe3ynbTaThl
BHYyTpUanTe4yHOM
, 0603HayYeHne ansd BbIGOPOYHOT O
N peuenTa 3aroTtoBku (
JleKapCTBEHHbIX ¢n3nyeckoro,
nnu anAa ¢acoBku
. , nNpenapaToB OpraHonenTuyecKkoro
N n/n TpeboBaHus yKasbiBaeTcAa N
. , MHAMBUAYANBHOT O KoHTpons (
JaTa (Homep MeaMUMHCKON cepun unm Ne N
usrotosnenuns (ans opraHonenTuyecKkui
KOHTPO/IA aHanu3a OpraHu3auun aHanusa < .
neTeii- ; B FNa3HOM KOHTpPOSb
) d npeanpusaTua .
npakTuke "In"; yYuTbIBaETCA Kak
yKa3aHMeM U3roToBUTENA
CopepxaHue nposepka
oTAeNeHus  uau
. HapKOTMYeCKWX CpeAcTB ¢puU3nveckum
ncnbiTaTeNbHON
» MCUXOTPOMHBIX, KOHTposieM)
nabopaTopuu)
ALOBUTHIX BEWeCTB U
npeKypcopos
nogyepkusaeTcs
KpacHbIM KapaHAaWoMm)
1 2 3 4 5 6
npodosmxeHue mabauuybl
PesynbTaThl OueHka Ka4ecTBa
NonHOro NleKkapCTBEHHOro npenapaTa
Pe3ynbTaThl XUMUYECKOro
KayecTBeHHOro KoHTpona (
damnnuna He
KoHTponsa ( dopmy nbl Mopnucob
M3roTOBUBLIETO OBNEeTBOPUTENBHO
onpegeneHve  pacyeTa, achacosasue ; npoBepuBLIETO ya P
wer
NOAJIMHHOCTHU) NJOTHOCTb, P yAosneTBopuTensHo (MoAdepkueaeTca
"i" M "-"  nokasaTenb KpacCHbIM
npenomieHus KapaHAawom)
mT.4.)
7 8 9 10 11 12
MpunoxeHune 3
K lMpaBunam npoBepeHuA
BHYTpManTeYHOr0 KOHTpPOAA
M3TOTOBJ/IEHHBIX JIeKapCTBEHHbIX
npenapaTos
XypHan
perucTpauum pesynbTaTOB KOHTPOJA JieKapCTBEHHbIX
cy6CcTaHuMiA Ha NOAJIMHHOCTb
OueHka
N¢ cepum KayecTBa
N n/n( P
JaTa NeKapCcTBEeHHbIX NleKapCTBEHHbIX
H Xe N 2 Onpepensemoe "
3anonHeHuna cybcTaHunnmnm BewecTtB ( Moanuce
N HaumeHoBaHue 3anosiHAemoro BewecTBo (
" N aHanu3a COOTBETCTBYET 3anoJIHUBLIETN O
aHanusa . WTaAHr flaca  MOH) "
KOHTpons ) ncnbiTaTeIbHOM , He
nabopaTopum cooTBeTCTBYeT

")



MpunoxeHne 4
K lMpaBunam nposepeHuA
BHYTpUanNTe4YHOro KOHTpONA
M3rOTOBJ/IEHHbIX JieKapCTBEeHHbIX
npenapaToB

XypHan
perucTpauMM pesynbTaTOB KOHTPOJA BOAbl OYMUEHHOM
M BoAbl ANA UHbEKLMiA

Pe3ynbTaTbl KOHTpOnA Ha
OTCYTCTBUE Npumecei:
JaTta nonyyenua ( HaTa N n/n (oH xe N N (oTcyTcTBME MpuMece

OTrOHKMW BOAbl) KOHTpONs aHanu3a) 6annoHa OTMeYaeTca 3Hakom "-")
Xnopua CynbdaT
Conun Kanbuusa
MOH MOH

1 2 3 4 5 6 7

npodosxeHue mabauybl

Pe3yanaTu KOHTpPONA Ha OTCYTCTBUE

- . OueHKka KayecTBa BOAbl OYULEHHOW W
npumeceii: (oTCcyTCcTBUE MpuMecei

BOAbl ON1A UHbEKLUMN
oTMeYaeTcA 3Hakom "-") Moanuce
npoBepuBLIEro
Conn BoccTaHaBnuBawwnx Yrnepopa
yAOB/IeTBOPUTENBLHO
aMMOHUSA BewecTB ouokcunga yOOBJIeTBOPUTEJIbHO
8 9 10 11 12 13

MpunoxeHune 5
K lMpaBunam npoBefeHunA
BHYTpUaNTe4YHOro KOHTpPOsA
M3TrOTOBJIEHHbIX JieKapCTBEHHbIX
npenapaTtos

®opma

CHocka. MpunoxeHue 5 B pefakuuu npukasa MUHUCTpa 3ApaBooxpaHeHus PK oT ©7.02.2017 N 10 (
BBOAUTCA B AEWCTBME MO UCTEYEHUU [ECATU KaNeHAapHbIX AHEW Mocne AHA ero nepsoro oduumanbHoOro
ony6anMKoBaHUA) .

Tpe6boBaHue
Ha XMMUYeCKuMe peaKTUBbl U TUTPOBAHHble pacTBOpbl N
or " " 20 r.

HasBaHue anTe4HoMn OopraHusauuu

B COOTBETCTBMM C JOrOBOPOM Ha KOHTPONbHO-AHAAUTUYECKOoe 0bCNyXuBaHUE
Ne oT




InAa npoBegeHUA BHYTPUANTEYHOrO KOHTPONA W3FOTOBJIEHHbIX JIeKAPCTBEHHBIX MpenapaToB
HeobXoauMbl Criegywlme peakTuBbl U TUTPOBaAHHbIE PacTBOPHI:

¥ n/n HasBaHue peakTuBa/ TUTPOBAHHOIO Eq. wam KonnuecTso KonnuecTso
pacTeopa ) ' 3aTpeboBaHHOro OTNYWEHHOr o
1 2 3 4 5
damunua, uMA, oTyecTBo (NMpU ero Hannuuum), noannuce

pYKOBOAMTENS anTeyHoi opraHu3auuu
M.M. (npu HannMyun)

MNpunoxeHne 6
K lMpaBunam npoBepfeHunA
BHYTpUaNTe4YHOro KOHTpOnA
M3TrOTOBJIEHHbIX JIeKapCTBEHHbIX
npenapaTtos

®opma

CHocka. [lpaBuna ponosiHeHbl punoxeHnem 6 B COOTBETCTBUM C MPUKA3oMm MuHUCTpa
3apaBooxpaHeHns PK oT ©7.02.2017 N 10 (BBOAMTCA B AeNCTBME MO UCTEYEHWUU LAEeCATU KaneHOapHbiX AHeWn
nocse AHA ero nepBoro opuuManbHOro Ony6AMKOBAHUA) .

AKT U3bATUA NeKapCTBEHHbIX MpenapaToB, B3ATLIX ANSA KOHTPONA UX
KayecTBa UCMbITaTeNbHOI JlabopaTopueil 3KCNepTHOW OpraHusauuu
(TeppuTopuanbHoro é¢ununana)

(HaumeHoBaHWe WcCMbITaTeNbHOW NabopaTopuu SKCMNEpPTHOW OpraHu3auuu
(TeppuTopnanbHoro éunvana) uM3 anTeku

(HaumeHoBaHWe anTekw)

or " " 20 r.

Oamunus, uMsa, oT4YecTBO (MpU €ro HanMuuM) cneumanucTa, U3bABWEro Ha aHa/U3 NeKapCcTBEHHble
npenapaTbl

B npucyTtcTtBuM

(damunua, uma, oTyecTBO (NpW €ro HaAM4YMM) cCneumanucTa anTeku)

N N peuenTa OueHKa KadecTE
Gamunna, uma, ot4vyectBo (NpU ero Haau4yum

n( CocTaB s s (np ) CrtoumocTb npenapaTa

/ TpeboBanms NeKapCcTBeHHOro NeKapCcTBeHHOro
M3rotoBuBwero PacdacoBaBuwero lpoBepusuero

n) npenapara ¢ poBep npenapaTa ynosneTBopuTes

nmuya nya nvuya
1 2 3 4 5 6 7 8

Oamunua, uma, otyecTBO (MNpU ero Haau4yuu), (nognuce)



JOMKHOCTb CneumManncTa UcnblTaTesIbHOM
nabopaTopumM 3KCMNepTHOW OpraHus3auum
(TeppuTopuanbHoro éununana)

damunua, uma, otyecTBO (NpU ero Haau4yuu), (nognuce)

pykKoBoOAuTeNnA anteku

MpunoxeHue 7
K lMpaBunam npoBefeHuA
BHYTpManTe4YHOro KOHTpoaA
M3TrOTOBJ/IEHHbIX JieKapCTBEHHbIX
npenapaToB

dopma

CHocka. [lpaBuna ponoJsiHeHbl punoxeHnem 7 B COOTBETCTBUM C npukasom MuHUCTpa
3apaBooxpaHeHns PK oT ©7.02.2017 N 10 (BBOAMTCA B AeiCTBME MO UCTEYEHWUW HOEeCATU KaneHOapHbIX AHeW

rnocsfie AHSA ero nepBoro opuuMaNbHOrO Onyb6/UKOBaHUSA) .

XypHan noceweHuii anteku

cneunanucTamm UCMbITaTeNbHOW NnabopaTopun 3KCNEepTHOW OpraHu3auuu

MpoBeneHo UCMbITAaHUN B anTeke

MeponpusaTuA UCNbITaTe/bHOM N peuenTa
N n/n [OdaTta ponp ped (
nabopatopuu TpeboBaHus)
1 2 3 4

KOHTposb KayecTBa NeKapCTBEHHbIX MpenapaTos

Pe3ynbTaTbl KOHTpOAS OueHka KayecTBa

Konv4yecTBeHHbIN

CocTaB nleKapCTBEHHOro

npenapaTta

5

JaTa y4yeTa
NeKapCTBEHHbIX
npenapaTos

(¢0pMyna B3ATbLIX ANA
KavecTBeHHbIV pacyeTa, YpoBnetBopuTensHo HeynoBneTBoputesbHo KOHTPONA UX
nokasaTesib KayecTBa
npenomneHns)
6 7 8 9 10

ncnbiTaTenbHOM
nabopatopuu

Gamunua NUma OTw
(npu ero Hanuuwm
noanucu

CneynanucT
Pykot
a

11
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