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Vill. Khol, Nalagarh Road, Badd;,
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CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTUOUKAT AHAJIU3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Ketopon® (keroponak) pacTBop A/ BHYTPHBEHHOIO U BHYTPHMBbILIEUHOTO BBeieH s, 30 Mr/mn
Batch No / . V260266 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AnanutHueckuii oruer Ne : 890001878387 JaTa ananusa : 30.04.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jata npousBoacTBa I'open no

Mfg. License No. /

IponsBoncTenHas : MB/05/264 o : JIIT-Ne(008888)-(PT-RU)
Junenzns Ne Homep PY

Analysis performed according ND / Ananus nposeaen mo HJI: JIIT-Ne(008888)-(PI"-RU)-170225

Page1of 7/Crp.1u37

Ne Test / Iloka3aTens Results / PesyabTaThl

Specification / Hopma

1 Description / Onucanne Clear colorless solution. / IIpo3paunsiii
GecuBeTHBIH pacTBOp.

Clear colorless to slightly yellow color
solution. / TlIpo3paunblif pacTBOp OT
OECLIBETHOTO 10 CBETJIO-)KEJITOTO LBETA.

2 | Identification* / UnenTndmxanns*

2a | HPLC* / BOXKX* The retention time of the main peak in the
chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems ynepxuBaHus
OCHOBHOTO MHKa Ha XpomaTorpamme
HCTIBITYEMOTO  pacTBOpa COOTBETCTBYET
BPEMEHH YIEp>KMBAHMS OCHOBHOIO IMHKa
Ha Xpomarorpamme CTaHAAPTHOTO

The retention time of the main peak in the
chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  Bpema  ynepxuBaHus
OCHOBHOTO IIMKa Ha XpoMarorpamme
HCIIBITYEMOTO pactaopa JOJIKHO
COOTBETCTBOBATH BPEMEHH YICPKHBAHUA

pacTBopa. OCHOBHOTO MNHKa Ha XpOMarorpamme
CTaH/APTHOro pactBopa (pazsen
«KonnuecTBeHHOE OTIpeeIeHUE).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanue: [Iponykt cooTBeTCTBYET TpebopanmaM HJJ 3axmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

[TonroTosneno: Pravesh ||[Iposepeno: Rama Kant||[Iposepero (AOK): person / Onobpeno: ObecneueHue

Rana Z \;)J/ Amit Kumar KaquTBEﬁFBCTCTECH uo\e <.ﬂ \I; Ho: " (L
% w ( WUNI Wi

Date / Date / Date / Date /
Hara: 30.04.2026 Hata: 30.04.2026 Hara: 30.04.2026 Iara:

Q08Y~08
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CEPTU®UKAT AHAJIM3A
Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToponak) pacTsop juis BHYTPHBEHHOTO W BHYTPUMBILLEYHOTO BBeeHHs, 30 Mr/mi
Batch No / . V260266 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0bem cepnu * 454545 amnyn
Analytical Report No / Date of Analysis /
Ananurndeckuii oruer Ne : 890001878387 Jarta ananusa : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JaTa npousBoacTea T'oxeH g0
Mfg. License No. /
Hponssoxcraenmas : MB/05/264 A mmh ers : JITI-No(008888)-(PT-RU)
JaaueH3us Ne Homep PY

Analysis performed according ND / Anayns nposenen mo HJI: JITI-Ne(008888)-(PT-RU)-170225

Page 2 of 7/ Crp.2 n3 7
Ne Test / Iloka3aTenb Results / Pesynabrarhl Specification / Hopma
2b UV- spectrophotometry* / UV absorption spectra of the test solution | UV absorption spectra of the test solution

Y®-cnexkmpogpomomempusn*

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 4+ 2 nm. / YO-CeKTphl NOMIOLICHHS
UCIIBITYEMOTO ~ pacTBopa M pacTBopa
cTaHjaptHoro  ofpasua  KeTopoJiaka
TpoMeTaMuHa B obsactu oT 200 g0 400 HM
UMEIOT MaKCUMYMbl TOTJIOUIEHHSI TIpH
32242 HMm.

and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / V®-cnexTpsl
NIOIVIOLIEHHS HUCIBITYEMOrO pacTBopa U
pacrtBOpa CTaHIapPTHOTO obpasiia
KeTopoJiaka TPOMETaMHHa B 06JacTu OT
200 nmo 400 HM [OMXHBI HMETb
MaKCHUMYMBbI NIOTJIOWICHUS NIPH 32242 HM.

3 Clarity / Ilpo3pa4yHocThb

The opalescence of the sample does not
exceed  opalescence of  reference
suspension I. / OnmanecueHuus npenapara
He TMPEBBILIACT ONAJECLEHLIUIO CYCIIEH3UN
cpaBHeHus L.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
He JIOJI)KHA NPEeBbIMIATD ONANECLEHLIMIO
CYCIIeH3MH CpaBHeHus 1.

4 Color / IIBeTHOCTD Absorbance should be not more than 0.20
0.04 Abs at a wavelength of 430 nm. /
’ ITornomenue 10mxHO ObITH He Honee 0,20
py JuidHe BOJIHbI 430 HM.

5 pH 7.2 From 6.9 t0 7.9./ 01 6,9 mo 7.9.

6 Particulate matter / MexannuecKkue BKJIIOUEHHUsl
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Ipoaykr cootBeTcTBYET TpeGoBanusm H/J 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarotosneno: Pravesh |{ITposepeno: Rama Kant|[[Tposepeno (AOK): person / OnobpeHo: ObecneucHue
Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JINLIO:
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Date /

Jara: 30.04.2026

[
Date /
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Date /
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CEPTUDOUKAT AHAJIM3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToposnak) pacTBOp juisi BHYTPMBEHHOTO ¥ BHYTPUMBILIEUHOTO BBEASHUs, 30 MI/MIl
Batch No / . V260266 Batch Quantity / . 454545 ampules /
Cepus Ne ’ O6beM cepnn " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanurayecknii oTyer Ne : 890001878387 JaTa anann3a : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
aTta npouszBogcTrea I'open no
Mfg. License No. /
TponssoacTBennas : MB/05/264 NLATUbECE ¢ . JIM1-Ne(008888)-(PI™-RU)
Jnuensus Ne Homep PY

Analysis performed according ND / Anaaus nposeaen mo HJL: JIIT-Ne(008888)-(PI'-RU)-170225
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Ne Test / Iloka3zaTeb Results / PesyabTaTs! Specification / Hopma
6a | Visible particles / Complies / CooTBeTcTBYET Should be absent. /
Buimble 4acTULib! JloJKHb! OTCYTCTBOBATb.
6b | Invisible particles /
HeBuauMsle yacTuupl:
i. Particles> 10 pm/ 06 not more than 6000 per ampoule; /
Yacruy pasmepom > He Gonee 6000 Ha ammyny;
10 MkM
ii. particles > 25 pym/ 00 not more than 600 per ampoule. /
YacTul] pa3MEPOM > He 6onee 600 Ha amnyy.
25 MKM
7 Impurities / Ilpumecu
Impurity A / Ilpumecs A 0.09 % not more than 0.20 % / He 6onee 0,20 %;
Impurity B / TIpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / ne 6onee 0,50 %;
npenena o0Hapyxenus (ITO = 0.014 %)
Impurity C / Ilpumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / He 6onee 0,50 %;
npenena oonapyxenus (ITO = 0.010 %)
Impurity D / ITpumecs D Not detected / He o6napyxeHa not more than 0.20 % / ue 6onee 0,20 %.

Remarks : The Product confirms to ND/
pumeuanne: [Iponykt coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3aknwuenune: OJOBPEHO

Rana i W

=

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[ToarotosneHo: Pravesh ||ITposepero: Rama Kant||[Iposepero (AOK): person / OnobpeHo: ObecneucHne
Amit Kumar kadecTBa/OTBETCTBEHHOE JIULIO:
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Date / Date / Date /
JHara: 30.04.2026 Jara: 30.04.2026

Jara: 30.04.2026

Date / @6/0 l,{r{dLG

Jara:
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CEPTUOUKAT AHAJIN3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Keropon® (ketoponak) pacTBOp /Jisi BHYTPHBEHHOTO ¥ BHYTPUMBILIEYHOrO BBeJIeHHUs, 30 Mr/mi
Batch No / . V260266 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYecKHH oTyeT Ne : 890001878387 Jara ananuza : 30.04.2026

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npon3BoacTBa T'onen 1o

Mfg. License No. /

Ipoussoxcteennasn : MB/05/264 e | : JTIT-Ne(008888)-(PT-RU)
Juuensus Ne Homep PY

Analysis performed according ND / Ananns nposeaen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225
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Ne Test / [TokazaTenb

Results / Pe3yabraThl

Specification / Hopma

Individual unidentified
impurity / Exuandanas

H3BjiekaeMblii 00bemM*

10.3 ml/ 10,3 M

o, o, (V)
HeuIeHTUGUUMpPOBaHHAS 0.08 % Not more than 0.20 % / He Gonee 0,20 %.
NpHMECDH
Total impurities / Cymma 0.2 % Not more than 1.50 % / He 6onee 1,50 %.
npumecei e
8 Extractable volume* / Not less than 10.0 ml (collectively

measured volume of 10 ampoules). /

He menee 10,0 M (06beM, u3mMepeHHbI
Ha OCHOBaHHUU OOBEAUHEHHOTO
cogepxxumoro 10 ammnyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
Bakrepnanbuslie /<=0.725 ED/mr Trometamol. / He 6onee 5,8 ED/Mr
IHAOTOKCHHBI KeTopoJlaka TPOMETaMHUHa,

10 | Sterility**/ Complies / CooTBETCTBYET Must be sterile. / Jlomken ObITb
CrepunsHocTh** CTEPUIbHBIM.

11 | Assay/ KoauyecrBenHoe
onpeaesieHHe

30.63 mg/ 30,63 mr

From 27.0 mg to 33.0 mg of Ketorolac
Trometamol per 1 mL. / Ot 27,0 Mr 10
33,0 Mr keToposiaka TpoMeramosia B 1 M.

Remarks : The Productgnﬁrms to ND/

IMTpumeuyanue: [IpoaykT cooTBeTcTBYET TpeboBaHMsM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
[Toarorosneno: Pravesh

Checked by /

Checked by (AQA) /

[Tposepeno: Rama Kant|[[Tpoepeno (AOK):

Approved by: Quality Assurance/Authorized
person / Ono6peno: ObecrieyeHue

Rana Q‘ Amit Kumar kauyecTBa/OTBETCTBEHHOE JIULIO:
@p&\’*/ /\ A LuNit kywia
- ey
Date / Date / Date / Date / \?0’0 y <0 )__6
IHara; 30.04.2026 Hara: 30.04.2026 Hara: 30.04.2026 Jara:
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CEPTU®UKAT AHAJIU3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon® (ketoposak) pacTBOp Uil BHYTPMBEHHOTO ¥ BHYTPUMBILIEYHOTO BBE/IEHUs, 30 Mr/mit
Batch No / . V260266 Batch Quantity / . 454545 ampules /
Cepus Ne ) O0BeM cepun 454545 ammyn
Analytical Report No / Date of Analysis /
AHaJuTHYeCKHIT oT4yeT No : 890001878387 Jlara anannza : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npon3BoacTBa I'ogen no
Mfg. License No. /
HpoxssoncTaentas : MB/05/264 prA mbers : JIT-Ne(008888)-(PT-RU)
JineH3us Ne Homep PY

Analysis performed according ND / Ananu3 nposeaen mo HJI: JIIT-Ne(008888)-(PI'-RU)-170225
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yNaKOBKH

glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

[To 1 M1 B ammynbl U3 CBETO3ALLUTHOrO
CTeKJ1a TEMHO-KOPUYHEBOTO 11BETa Kiiacca
I. B BepxHell 4yacTM amyJibl HAaHECEHbI
KOJIbLIO M TOUKA JUIsl pa3ioMa. Ha ammoyny
HaKJICUBAIOT ITUKETKY.

I[To 10 ammyn BMecTe C JIHICTKOM-
BrnageiiieM B [IBX/amoMuHUEBbIN
O6nucrep. Ilo 106mucrepy B mnauky

KapTOHHYIO.

Ne Test / IlokazaTesnnb Results / PezynbTaThl Specification / Hopma

12 Ethanol content / 3Tanon 12.04 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/06).

13 | Packaging / Onucanne 1 mL in class I light-shielding dark amber | 1 mL in class I light-shielding dark amber

glass ampoules.

A cut ring and point are in the upper part
of ampoule. A label is attached to
ampoule. 10 ampoules and a patient
information leaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
Jacilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 Mn B aMmyns! U3 CBETO3ALMTHOTO
CTeKJIa TEMHO-KOPHUYHEBOI0 LIBETA KJlacca
I. B BepxHell 4acTH aMmyJibl HaHECEHHI
KOJIBLIO M TOYKa JUlst paznoma. Ha ammyiy
HaKJIEUBAIOT 3TUKETKY.

[To 10 amnyn BMecTe C JIMCTKOM-
BriagsiiieM B [IBX/anroMHUHHEBbLI
Omucrep. Ilo 1 6auctepy B mauky

KapTOHHYIO; 011 cmayuonapos: no 2,3, 5
OJIMCTEPOB B NaYKy KAPTOHHYIO.

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusIM HJJ

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Tonrorosneno: Pravesh [|[Tposepeno: Rama Kant||[Tposepeno (AOK): person / Ono6peno: OGecneyenue
Rana \ld\ Amit Kumar kayecTBa/OTBETCTBEHHOE JIMLIO:
@w&/ /\/ LUNIL AROWRAIL
- = 2 W]
Date / Date / Date / Date / Q00U L
HMara: 30.04.2026 Jara: 30.04.2026 Hara: 30.04.2026 Hara:
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CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIU3A

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (ketoposnak) pacTBop Aist BHYTPHMBEHHOI'O M BHYTPUMBILICYHOTO BBEAEHHs, 30 mr/mn
Batch No / . V260266 Batch Quantity / . 454545 ampules /
Cepus Ne B ) O6bem cepuu © 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTH4ueckuii oTueT Ne : 890001878387 Hdara ananunza : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
Jarta mpou3BoacTea TI'open mo
Mfg. License No. /
TponssoncTEennas : MB/05/264 NTA e 4 . JITT-Ne(008888)-(PI'-RU)
auneHsus Ne Homep PY
Analyéis i)erformed according ND / Ananns nposeaen mo HJI: JITI-Ne(008888)-(PI"-RU)-170225
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* Tests are not performed during the stability investigation. / * McnipITaHus He MPOBOJSAT B XON€ UCCNICOOBAHMS

CcTabMIILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pu Brinycke npenapara
KOHTPOJIb KAYECTBA MO NMOKA3ATEINIO MPOBOAUTCA AN Kaxao# 15-0i cepuu.

API name / HaumenoBanue ADC:

Ketorolac Trometamol / Keroponaka Tpomeramon

INN/ MHH:

Ketorolac / Ketoponak

API manufacturer batch number /
Homep cepuu npoussoautenss APC:

2KTMO0721125, 2KTM0721125

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHLHMH NPOU3BOAUTENA
I'd:

FESA00652 , FESA00653

API Manufactured by & country/
IIpoussoanrens ADC, eTpana:

Symed Labs Limited, India /
Caiimen Jla6c Jlumuren, Munvs

Name, address, authorization No for FP
manufacturing site / Control site / Release
site /

HanmeHoBaHue, afgpec, JIHUEH3Us i1
IIpousBoacTBeHHas naomaaka / Ilaomanka
KOHTpOJIA KavecTra / [lnowanka Bpinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /
J-p Penou’c Jlabopatopuc JIta., Muaus, [IpousBoacTBeHHOE nonpasaenenye-6,
Bunin. Kxons, Hanarapx Poyn, bapu, uctpuxt Conan, X.I1., 173205, Unaus

(muuensug Ne No MNB/05/263

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIponykr cooTBeTcTBYET TpeboBaHmAM HJL 3axniouenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toarorosneno: Pravesh |[|IIpoBepeno: Rama Kant||/IIposepeno (AOK): person / Ono6peno: Obecneuenue
Rana U’-d\ Amit Kumar kayecTBa/OTBETCTBEHHOE JIULLO:
- 2 _Luwiv Rusa
- <A
Date / Date / Date / Date / & 00 (/(r—,,(dz A
Hata: 30.04.2026 Hara: 30.04.2026 JHara: 30.04.2026 Hara: -
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

| Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Ketopon® (keToposiak) pacTBOp Ajisi BHYTPUBEHHOTO M BHYTPHMBbILIEYHOTO BBeAeHUS, 30 Mr/mMa
‘Batch No / . V260266 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /
AnanuTHuecKuii oTuer Ne : 890001878387 JlaTa ananusza : 30.04.2026
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2028
JlaTa npou3BoAcTBa T'onen go
Mfg. License No. /
Ipoussoncraennas : MB/05/264 e : JIT1-No(008888)-(PT-RU)
JIHneH3us Ne Homep PY

Analysis performed according ND / Anaan3s nposegen mo HJ/L: JITT-Ne(008888)-(PI'-RU)-170225

Page 7 of 7/ Crtp. 7 n3 7
Declaration of certification: «l hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with
Good Manufacturing Practice of the Eurasian Economic Union is established». /

3akJ0yeHHe 0 COOTBETCTBUHU: «HacToAIlMM 5 MOATBEpXK A0, YTO MPUBEAEHHAS Bbillle UHPOPMALUS SBISETCS LOCTOBEPHOM M
TOYHOHU. DTa cepust MPOAYKUMH MpOW3BeAeHa (BKIIOYAas YNakoBKY (MapKHpPOBKY) M KOHTPOJb KauecTBa) Ha BbIIIE€yKa3aHHOMN
NPOM3BOACTBEHHON MIOWIAKe (MIOUIAAKaX) B TIOJHOM COOTBETCTBUHM ¢ TpeGoBaHUAMH [IpaBun Haiexaei npou3BOACTBEHHOMN
npakTuky EBpa3zsuiickoro 3KOHOMUYECKOrO CO03a U TpeOOBaHMAMH KOHTpOJS KadecTBa JIeKapPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBUU CO CreLMUKAUUAMU, CONEPKAILIUMHUCS B PETUCTPALIUOHHOM [0ChE CTPaHbI-UMIIOpTEpa. 3anucH No MpOU3BOJCTRY,
YIaKoBKe W aHAIW3y MPOBEPEHbI, M YCTAHOBJIEHO HX coOTBeTCTBHE TpebGoBanusaM IIpaBui Hamsexauleil NpoM3BOIACTBEHHOM
npaxkTHKy EBpasuiickoro 3K0HOMHUYECKOro cor3ay.
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