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CEO STATEMENT

Pishr-:: Tashkhis Fardavar was established in 1993 to supply the healthcare sector’s requirements
as a pravider of medical devices. The company has consistently emphasized domestic production
in addition to importing goods. Through a collaboration with Macopharma, a leading global
manufacturer of blood bags, we initiated the establishment of a state-of-the-art factory. By
assimilating technology from Macopharma and adheéring to intérnational standards, we have not
only attained excellence in Iran but also secured a prominent position in the Middle East and
West Asia region.

The factory was established with a capital of 10 million Euros and 500 billion IRR, utilizing cuthing-
edge technology from Europe, America, and Japan for all preduction equipment, including the
cleanroom. Cammencing operations in 2018, it currently produces over 3 million blood bags
annually, serving 3s a key supplier to the Iran Blood Transfusion Organization and other domestic
spctors.

The company’s products include a wide range of different types of simple and filtered blood bags
with various anticoagulant solutions, including CPD and CPDA1 and SAGM preservative solution,
cord blood bags, 4% sodium citrate solution (for Plasmapheresis), ACDA solution and bloodletting
bags. Our company have production license from Iran Food and Drug Administration and Medical
Device Authority. Our facilines are GMP approved, have 15013485 certificate and the praducts
are CE certified.

With the expansion of infrastructure and production facilities, the company strives to meet the
demands of the Iranian market completely. Moreover, our products adhere to global standards,
allowing tor potential exports to neighboring and African nations.

Dr. Mohammad Hajmaghani
CEO
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FACTORY INTRODUCTION

Pishrn Tashkhis Fardavar Company is a prominent medical device firm that has a rich history
of collaboration with renowned French companies Biomerieux and Macopharma.The planning
for a blood bag production factory commenced in 2014, with construction starting in 2015 at
Payam Special Economic Zone. The factory, spanning 2 levels and approximately 10000 m?,
stands out as a unigue establishment in the Middle East. All equipment is meticulously installed
in accordance with cutting-edge standards and technology. The Quality Control laboratories
are fully equipped to meet the regulations and standards set by the Iran Ministry of Health,
European Pharmacopeia, and GMP for conducting analyses on both raw materials and finished
goods. This facility was inaugurated on May 14, 2018, in the presence of the Minister of Health,
the Alborz Governor, and the Managing Director of IBTO.

Features of Factory:

10000 square meter area

Technology Transfer from Macopharma France

State-of-the-art technology and infrastructure meeting current international standards
Employment of 400 Iranian experts

Currency savings up to 40%

Access to domestic and international markets

4 | Pishro Tashkhis Fardavar

il
Fa¥
LY.

== 1l

Gi-xad —abso gleaSyd jl Sk olapmd dlius) paolyyly Jlw T J|MdmLmU 191.‘41_ LJ.'.’!.ML‘.HU
ailad _an..q_AJL';'.._*n_u.u.ﬂJ,ELa_ﬂEacha -i_....\.l|_5..a_n.|:.1.u

b ola o5 4 adilsy S Solacs) | Slacslu Er.'..'l_....- L..I ATl !,_,n_':-d._....;.d.‘i_.im il F Slas]  Slalils jla
W oa,l s glassla uls_::-lluL.J.:..':nJ_m‘,S_-.Lnlr:-I_u s aloacdl ojaa 313 Id_nb..q...ﬂ (it Bylm 318,008 A ae LYY
Gtlug nayiagh ol foanmsceluadsanbas sl gl .'..1.1--.5_-,|_1..1|_.L,.¢._.1I.l._':! jo-oes _.;..L..‘,L. WYy an
Ably |8 38 4o pamis dibusyals Adbus a5 80d

sl a!.i;.__ulaﬁ..'._l! CXWA-RPE SEWTCAI. 3L 3 PUPY- v IFVE 7 POy W i e T - leuLu!m:ﬁTLwLwJ srlmolSiwsda ls
GMP Jaal glug)l %.ESL‘JL‘;' oyl lilags oylia gl aibiowl g golad b 4o 0 l.-"a,‘:sd.l-"'s‘i'ﬁr”“ﬂ Ga
Y¥ E:U_};_:t_'-l_;:_,lswi.a_]lai_& siladlaly —les s amog d dslslas gayoliula)) glisgai S 4 omd
3y3a g 2a2yS lasl pll pas Jlasl pleslas Jusle pasa g ) il codilige yuis bowgn ITAY codiguy)
aByS )l B gylasay g

‘iloylS glo Siag

Bpayia freos ilonylS gl )

fily8 La 805 Lo 2 3008 JLE)

Lad jay glos Sl bl i ga.dad ..___:Lq_mlim.: E‘:"I..?-:"G-’:'c‘ GJL'.\.IF oly 5 uad
,_.,EIJ_II ,‘_‘-,.,..a.an.éu...- .}] ll1_J1.| F-'Lrl____r“h_ll.ﬂ;.wi

Loy3 Fesaaslg))) (as 48

dabus yhib 4 abiwa g AS1s JhU puels




wHasila Lalisg L._..L.'.‘..L: .‘:I_.l i IE|-"_._--| J_u-.':'!..'? |_'Ii_'='-,..! --IA—U-.IL||.-.-.G. J_IL.J'_L‘: _..-._-...;:-:' L I‘-l_.\...-.g i

e e el (WFI)

ter (P v for
ration, deionization, UV radiation

5 | Pishro Tashkhis Fardavar




=

&' | Pishro Tashkhis Fardavar




CLEAN ROOM ad gl

CIeanrcam-z: are the central hub of blood bag production, spanning an area
of more than 1100 sguare meters. These cleanrooms are categorized as class e i ) o . : ) L
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STERILIZATION SVSTEM UG )l s i) B -

The sterile process is carried out using an industrial autoclave with a capacity of 16 m? to provide a temperature
of 118.5° Cand a steam pressure of 1.8 bar to perform heat moisture sterilization of products.
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Microbiology laboratory / LAL / Sterility

In this lab, we conduct various microbial tests such as
the GPT test, microorganism identification tests, water
micrabial tests, disinfectant performance evaluation,
Bioburden test, Endotoxin test, and product Sterility
test in accordance with international standards.
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Chemistry laboratory

In this lab, all anticoagulant solution control tests,
including pH determination, adenine, citrate,
phosphate, glucose, sodium, and HMF, adhere to
pharmacopoeial standards using moderntools ke HPLC,
spectrophotometer, pH meter, Flame phaotometer, etc.
Furthermore, chemical tests for medical water comply
with international standards.
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Physic and Calibration Laboratory

In this lab, we conduct wvarious physical tests like
label control, particle measurement, volume and
dimension control, bag leakage, connection resistance,
transparency, thermal stability, collection rate, and
pressure testing in accordance with blood bag standards
(I503826). Additonally, equipment undergoes regular
calibration following specific standards.
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WAREHOUSES

Our warehouse facilities are designed based on G5P principles, featuring standard shelving and
equipped with temperature and humidity control.
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DOUBLE SINGLE
BLOOD BAG BLOOD BAG

Reference Number | BDADG3B | | Reference Number BSA063B ‘
Shelf life 24 months after production date Shelf life 18 months after production date ‘

Sterilization Method | Steam autoclave I Sterilization Method | Steam autoclave

Standards | ISO 13485 and ISO 3826 and CE Certificate Standards ISO 13485 and ISO 3826 and CE Certificate
Anticoagulant Solution | CPDA163 ml ' Anticoagulant Solution | CPDA1 63 ml
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QUADRUPLE FILTER TRIPLE
BLOOD BAG BLOOD BAG
Reference Number | BQG263B

l Reference Number BTAD63B ‘
Shelf life 24 months after production date Shelf life 24 months after production date ‘

|
Sterilization Method | Steam autoclave | Sterilization Method | Steam autoclave
|

Standards ISO 13485 and ISO 3826 and CE Certificate
| Anticoagulant Solution | CPDA1 63 ml

Standards | ISO 13485 and ISO 3826
Anticoagulant Solution | CPD 63 ml / SAGM 100 ml
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SODIUM CITRATE LETTING
SOLUTION %4 BLOOD BAG

Reference Number | BSCOZ1B | | Reference Number LSADG2A ‘
Shelf life 24 months after production date Shelf life 18 months after production date ‘

Sterilization Method | Steam autoclave I | Sterilization Method | Steam autoclave |
Standards | ISO 13485 and ISO 3826 Standards ISO 13485 and ISO 3826
Anticoagulant Solution | Sodium Citrate 4% 250 ml ' | Anticoagulant Solution | CPDA1 35 ml
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