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988968  Heparin sodium 25000 iu/5 mL solution for injection, 5 mL vial

1. qruautiAnaly

1.1 guuuy Wuansazantla UsAnide dw3udn

12 dwseneu  Usenoumawsie Heparin sodium 25000 1U/5ml
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1.5. MnmaeuRnasATY

151, ﬂma:.rum'um Parenteral dosage form ANSuaAINE/N1INTA Universal test mﬂa"l:du

1. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
2. | Assay complied to specific test of Finished product
(Shelf-life COA only)
3 | Particulate matter Complied to finished product specification or

specific test

4 | Sterility test Complied to finished product specification or

specific test

5 | Bacterial Endotoxins Complied to finished product specification or

specific test

1.5.2, ﬂmﬁnum‘um Active Pharmaceutical ingredient m’ril.l,amwﬁ/ﬂ'}smw Universal test mwa‘lﬂu

| Test Acceptance criteria

1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification

2. | Identification complied to all requirement of all specified

procedures in the test on Reference monograph

3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only)
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ﬂammsw’iLﬂswﬁﬂmmwlﬂu‘lﬂmu finished product specification wag Specification of Active

pharmaceutical ingredient (API) i Benndudfuatuiieatu faldeamadeusedninny
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2.1 Finished product specification

98 | Test Items Specifications
USP2024 BP2024 In house
1 | Identification Correspond to the Complied with
standard finished product
specification

2 | Assay: 90.0 - 110.0 % of 90.0 - 111.0 % of | 90.0 — 111.0 % of the
(Anti-Factor lla the stated potency | the stated potency stated potency
potency)

3 | Bacterial NMT 0.03 USP NMT 10 IU of Meet the
endotoxin test Endotoxin Units/USP | Endotoxin/1000 U requirements

Heparin Unit of heparin activity
per ml

4 | Particulate BEANIINMILITIANNG
matter Vfﬁ'a
Method 1 Light obscuration
-Size > 10 um NMT 6000/container | NMT 6000/container | NMT 6000/container
-Size > 25 um NMT 600 /container | NMT 600 /container NMT 600 /container
Method 2 Microscopic
-Size > 10 um NMT 3000/container | NMT 3000/container NMT 3000/container
Size > 25 um NMT 300 /container | NMT 300 /container NMT 300 /container
pH 50-75 5.5-8.0 5.5-8.0

6 | Sterility test Meet the requirements | Meet the requirements Meet the requirements
Labeling Meet the Meet the Meet the

requirements requirements requirements

2.2 Specification of Active pharmaceutical ingredient (API):
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D) Specification of API Acceptance criteria
USP 43 BP 2020 Ph.Eur 10.0
Appearance : White or almost White or almost
white, hygroscopic | white, hygroscopic
powder. powder.
Solubility Freely soluble in | freely soluble in
water. water
1 | Identification Complied to the

API standard

A. 1H NMR SPECTRUM Complied to the API

standard

B. CHROMATOGRAPHIC Complied to the API
IDENTITY standard
C. ANTI-FACTOR Xa To 09-1.1

ANTI-FACTOR Ua

Complied tothe

Latde

RATIO |
D. MOLECULAR WEIGHT | Complied to the API
DETERMINATIONS standard
2 | Assay S L e ainisa |
Anti-factor Ula potency NLT 180 USP/mg NLT 180 IV/mg NLT 180 IV/mg
heparin units (dried substance)
Appearance of solution | The solution is The solution is
clear and not clear and not
more intensely more intensely
| coloured than coloured than
N | intensity 5 of the | intensity 5 of
. range of reference | the range of
solutions reference
e solutions
pH 5.0-7.5 55-8.0 55-80
o Pj-::‘é(eotidic impurities NMT 0.1%w/w NMT 0.15% NMT 0.15%
| Protein impurities NMT 1.0% NMT 0.5 % (dried | NMT 0.5 % (dried
' substance) substance)
Related substances
Sum of dermatan NMT 2.0% NMT 2.0%
sulfate and chondroitin
sulfate
any other impurity NMT 0.02% NMT 0.02%
Nitrogen determination 1.3% -2.5% 1.5% - 2.5% 1.5% - 2.5%
AUENITINMITVUATIsasIBunLaLAuAN v IaWE
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9o Specification of API Acceptance criteria
USP 43 BP 2020 Ph.Eur 10.0
Sodium 10.5% - 13.5% | 10.5% - 13.5%
38 (BP fn31)9.5
- 13.5%
Limit of galactosamine NMT 1.0%

in total hexosamine in
(a measureof dermatan
sulfate and other
galactosamine

containing impurities)

Absense of
oversulfated
chondroitin sulfate

A. oversulfated 2.12 - 3.00 ppm.
chondroitin
sulfate
B. Chromatographic No peaks
identity corresponding to
oversulfated

chondroitin sulfate
Loss on drying / NMT 5.0% at 60 °C NMT 8.0% NMT 8.0%
determined on determined on

1.000 g by drying 1.000 g by

W\ at 60 °C drying at 60 °C
Residue on ignition 28.0%-41.0% _
Bacterial endotoxins NMT 0.03 USP NMT 0.01 IU per | NMT 0.01 IU per
endotoxin units/USP | International Unit International
heparin unit of heparin Unit of heparin
Steﬂlity test Meets the Meets the Meets the
requirements. requirements. requirements.

NABNG NMT = not more than
* ¥4 Dissolution wag Uniformity of dosage units Tikuulenansuanisisazdeananis
andassd mnfildudenessBeaiidusaslilulu coa
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- Drug substance specification 91501910 1UTIATIEMVRIERER drug substance ¥30 v
= = at a 4 a (3
AR89 drug substance veunaned@TIzY avulaadunil Hiinannainseiasuyn

w ¥ ao
WIVBNNIVIURA

3. psUszliua1UsEanSnInsasa (Price Performance)
dl -y I =T} 1 i
SUaLBEAMIULBNETT 1589 MIUTEIUASEEANEA MBI (Price Performance)

4, 1an

1)

5)

6)

Lase

asldlunsiansan
nasildlumsionsanaunmenliSosduenanswioussymngiauienansaud iy soeluil
duuenansmnuen nMwilng was/mMIomwsangw
wuremg: lunsdilfldefunuvasdeadionarsuanidousldveseiiniunissusesnin

dfnnupnznssun1seITwazen fuaneireduifeveld demesss devmlfidauriatuen
sunulurueeldlunisinuwinty  uasfinnsseydonruidounisldeliluenansiduen
dluenansuansiomULRANIINITULYTTY (WkELasnaBlen) auitldduneideuly
dundvetiunsifouduen (Wuu v.e.1 vie o.1) asuynuth wiouseazifennudnuaziany
vaeeduiagunazdarimuanInTgIuYesiinsiminevien (Finished Product Specification and
Analytical Procedures) fitunziloul’ Tnefossradainsuenivszmansznsreasisnguiuses
aainilssne

wuewe;: nsdiflagseninvelasuuauilyiziinseiuasderimumnnsgiliaenndas
mw?"l'ﬂenﬁiﬂismﬂ%’mmﬁaﬁ'mSJ'1a"1qmm'aei"lﬁmmﬂmzn‘S‘sst‘smm'suﬁzan Tikuudiundn
veutluAsuwUasmemslungdoushiue (v ne. 9) wie dundvsudluiouuasiens
Tungifeusnsue (Wuu o.5) mwioudusiey
dunludgmstunsdeuwhiuen (WU ve.2 wie vie.3 wie ve.d wie v.2 udusnsdl)

4.1.1.nadiewdAnlulseindlng (e.2)

4.1.2 nsditenindiemaitsussglulssmealng (me.3)

4.1.3.nsdiflenindaansineussie (ne.4)

wueme: nadiinsasuwlawdledSueygauazanuiings Wiuuvduuidveudly
Wasuwassenlunsideudifuen wuu ne. 9) wie duudesudluvdeuudassienisly
nufoushiveiieafudiuoyyauaranuiingn Wy o.0)
duumitedieiussanasgpunisnanemamaninusiisnsiaiun1suanen (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) lagnia891u PIC/S
participating authorities 2UUa1gANUTBUNIIATIVABY TNANITFUTBIRITUUTEMAYSENIATIA
Bildnvsetingd lumnefifatestueiaue Useneude
5.1. dumilideiuseunmsgunsnanenuvdninusiisnsiilunisdaingiusedify

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. duumilsdeiussamnasgumsninsmundninasiisnsiinlunsnansdndosienduiagy

(Certificate of GMP Finished Product)
lunsdiduenindreinsrevssina guandoaidnumiliosusewandasi Certificate of
pharmaceutical products, CPP) n3enils@aiusasnisdmine (Certificate of free sales, CFS) u
yanpeTiauewe aUuagaRuTaUNM IS RasulnelinasusasieTulsenAUsenIngia
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7) wespruvesdaiuruanunwingiudnendifty (Active Pharmaceutical Ingredient Specification)

uazwﬁmﬁmﬁmﬁ%’i‘ﬂgﬂ (Finished Product Specification)
7.1 dwwrninsgruingAuaaed1Aey (Active Pharmaceutical Ingredient Specification) uag
U1RsgIUNEn A 9ie1d11593U (Finished Product Specification) Tae s ys13181
(Pharmacopoeia) #il#8118an153asilasunsgruetfesfondulunudedmunuas
inesguresn1sieseiludsenlasisemils anaszaensenssas sge 304 52Y
#1581
7.2. @1 drug monograph ‘umﬁ%&ﬁ?mﬁﬂﬁm (Active Pharmaceutical Ingredient) waguansiaiel
g1du3agU (Finished Product)
7.3. nsdifiingAusaendfey (Active Pharmaceutical Ingredient Specification) w3enfndnueisn
d5a3U (Finished Product Specification) lsiusinglusinsen (Non-official pharmacopoeia)
Fewammdngineniinasgureimsinssidulunudenilelaseluil
7.3.1 Sdormunuazansguvesmsinseiluisevessemaniluandnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %38

7.3.2 dotmunuazanasg uYeI A ViEHER (In-house process) fidenrdssiy ICH
Guidelines %5®

7.3.3 S munuasinasguiiluvesmsiengitimuallushne el dsemi
PUUTENIANSENTINESITUAY 1384 TEUTEN zi'w%’ugﬂuuum‘lfw] (General
requirement for dosage form)

nureing: TatvuanuaIningiudie1d1fy (Active Pharmaceutical Ingredient

Specification) uaznan Ausig1d11595U (Finished Product Specification) A758198491n6115

Werdusazatuidisafy sadusdnsdindnenidedmuntasuinsgiuvesmsiinseiiame

Taqausenddey vie nandnmiendnsagy

8) duulsdesusemantsqnsieyt (Certificate of Analysis (CoA)) lnadpaUsznausiy

8.1. dwmmilsdesusasamsinseiingauimendAgy (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) Ingifiasusenaume

8.1.1.&wmildeiusaman1sinseiingAuienddyy veenaningausiiendfy
(Supplier)

8.1. 2 dwmlsdesusasmamsliaseiingAuiend iy vendnndniueiedisagy
(Manufacturer)

8.2. dumilsdieasusamanisiiasigindndusiendniagy (Certificate of Analysis of Finished
Product) vaunannansiaeiednsagy (Manufacturer)

8.3. wnansfudunrudiusseminegunsuanveslagausiendidty (drug substance) uag jums
nanvesndnsnanIegy (finished product) Mldlumsuangjuiideey

9) duBnasuanmanIsANYIAMNAIAI (Stability data)

9.1. duunenasuamNanIsAnyIANAWITEYLE13 (Long term stability data) $1uau 3 Juns

HER

rgnTIINITLIATEa SEauaEAdN vIzIaN Y

ﬁ/ 4 C/Wr /540 4 #Cg
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9.2. dunenansuanmansAnmanualuanTIisa (Accelerated stability data) §1uau 3 U
NIHEN

9.3. duenansuansansAnyLanyhetannsavinuiasieeld 1 ga duuansusensaa
ms¥nw (nsdlewin) (Gn3)

9.4. nsdhdueniidosazaty Adeareneuld WdwnenarsnanisAinwanuasindanisazany
waz/%3e 139919 / dalnld ludviazanemngy asudrunazdenadasiuionansinfiugn (In
use stability data)

10) dwmildosusomdniusienduiagy (Certificate of Pharmaceutical Product) lawiwenudaun

Tutsswnelng
11) dwmdnguauauyavenansiueien (Bioequivalence) TnraN1SANWIAAANYAUDINAR U9

g1 (Bioequivalence) iulumudaninua ASEAN Guidelines for the Conduct of Bioavailability
and Bioequivalence Studies w38 gilan1sfinuTusedvsrnauasTanyavoraniueie ATENTIe
ansnsnigy Tagantuvdeisnudnuniiauyailldumsiusesan dnileunaznssunsems
wazen atutlaquiu (nsallaildenduuuy)

12) dnuwiisdeiusounasgrunsufiRnumdninusiisnisiatukesUfinas (Good Laboratory
Practices (GLP) Tunséliivhmsfinuiauyadiinaseme

13) dumilsdesuseunasguniafivinvikaznszasemmaninasiisnsinlunsiuinwuas
N3¥91881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

14) glanesindesdainedneegnetay 3 mheussgiusi

15) dmiidesuseanasyuiesfiintg ISOAEC 17025 lusremseniliaua (61

16) denansuaniteyan1slafunsussgiu Green book vesnAanemansnisume (i)

17) dunienansuansdeyanislasun1sussalu Orange book 484 US.FDA. %38 European Medicines
Agency (81)

18) nsallailvendunuusiosuaninisdnynieadiin (Clinical trial) vesenlutsemalneuansdanania
AATINYBIE WS BUIE URBEWULUUASARUN LU TE I IMSUINg ()

19) MIBUTUTIITITUMINIUALUTENAAMEATINATTRAILTTULEWIRTIA 158annueiasesTsaindae
mMsdasuMIvIEEITaIUsEIAing WA, 2559 u%'aﬁﬂﬁﬁuﬁu‘] fironndasiuuszanas (i)

5. Ravludus

1) gdesiiomymaslitesnin 1 T duaniuiidaweuen

2) snevmswaniidweuludgudnsunmdaaedosdiumidesusemansiinseyt (Certificate
of Analysis (CoA))

3) Fuwarsasdluiuseniufouendisslnduunorgvdedaiiansidenanmnourmuamusiuay
939

4) mnguinawmdmulygmnunmanadndurivesioinisdmnuieinsinuam §5mig
wanAusiezuiuinveumldtelumslinseinuamen wozdwenludnunuiignduiiasie
AULAAUENTUNNEY

5) favenm(§ue)Busenliioniandygneuasuimua fil
5.1. wmndinsguasalinnsinnmaingmansnswmdudmansieseiliduluamunasgu
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5.2. ik fasiinignisenifuiunniemaalasdniniuenznssumsennsuaze
5.3, ﬂ'szi'iwui'immﬂmﬂ"Mﬂ1nnﬁmﬁmﬂfl'ﬁmﬂa'quaﬁiaﬂﬁzaw%maLLasmmﬂaamﬁ'ﬂo{aﬁﬂ’mﬁlﬁ%m
5.4. nidifirngnssumandunssuuasmividadagisenaintyden qudnisunngvesnidnms
&iforlundednly
6) fnansnearldaisudisuiusduiuuludaunsuvinuazunsuay
7) ﬁl,anm's/;:,ﬂn"1ﬂu.ammmanmswﬁmswdwnejum carbapenem waz Cephalosporin \Woan
nstuideuszininandEnvesngaen unszuuth srUUeINIA SruUWEnaURENAULEe

AuEnTIINSIMUATEau dunLasAudnEMzIaNIY
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