DEFARTMENT OF HEALTH AND HUMAR SERYVICES
FOOD AND DRUG ADILINITRATION .
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To: Navid (NMD) Vahedi, PhanaD., Owner . .}
I GTRERT ADDRESS : iR
Puglon IV Plamsaceuticals, Inc, dba Axia Plywnaceutical 1990 Westwood Bivd Ste 135 ‘

— - — D e

TYPG OF BOTATUAHMINT INSPECTED

CITY, STATE AND 29 COUE
Producer of Sterile Drug Products

Los Angeles, CA M023-4650

THIS DOCUMENT LISTS QRSERVATIONS MADE BY WHE FOA RHPRE'%ENI'ATNE{S} DURING THE INSPECTION QF '\'Ol.ﬂ FABILHY THEY A8 INGSEGTIONAL
COSERVATIONG; AND 0O NOT REPRESENT A FINAL AQENCY DETERMAINATEON REGARDING YOUR GOMPLANCE, [F YOLI HAVE AN OBJECTION REGARDING AN
OBSERVATION, OR HAVE |UP{EMENTED, Of PLAN TO IMPLEMENT GORRECTME ACTICN N RESPCHIE TO AN QHSERVATION, YOU MAY D|GCUSS THE
OBIECTION QI ACTION YWATH TIIE FOA REPRESENTATIWE(R) CURING THE INSPECTION GR SUBKIT THIS INFORMATION TO FDA AT THE AUORESS ABOVE. |#

YOU HAYE ANY CUESTIONS, PLEASLE CONTACT FOAAT THE PHONE NUMBER AND ADORELES ATOVE
GURING AN INSPEGTION OF YOUR FIRM (b (We) CORERVED:

DURMG AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1
Procedures designed to prevent microbiological contaminnunn of drug products purporting (© be stetile are not

established.

Specifically,

A, You did not perform investigations into the root canse of medin {1l steciliey fallures for medln fill rung

performed in 18O $ Laminer Flow Workstations (LAFWs) from (D) (4) _ Turbidity
was obscrved in the growth promotion media for (B) (4) media fill runs initizted between: [ (b) (4)
(b) (4) . Additicually, you failed to investigate the root ¢ange of the fallywing sterility filures observed durlng

media fill validation mns prior to producing and distributing sterile drug procugts:

(b) (4)

B. You have never performed media fill validation runs on the b) (4) Stoppering and Capping
machine (PennTech automated vial filling machine) located in the ISO 3 filling room, According o “Log of
(b) (4) Repoet” peinted 200a12017, you produced (D) (4) batches of sterile drug products on the

PennTech automated vial filling machine between (b) (4)

C. You have not performed a Smoke Pattern Test in your “ISO § Filler Room" where the PennTech automated
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FOOO ANG DRUG ADN IMISTRATICH
OISTRIGT GEFIGE ACORESS AN PROVI, NUMOCR Sa ' OATB]E) OF INSFRCTION
Los Angeles District OfYics 2017 - 33hfar 019
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g:;mﬁaggﬁuﬁiz 7RI NUNDER
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MAME AH0 TITLE OF INDIVIDUAL TO il REFQAT 5 15S0ED
TO: de {NMT) Viahadi, Phﬂ:mD G'\.mer

e

[FIRA NAVE STREAT ADGRESS

Pasion TV Bhormacentlcals, Ing, dba Axin Monaceutical 1990 Westwinad Blvd Sie 135

CITY, STATE AND ZIP GODE TYFE OF FBTABLISFMENT INSPECTED

Loa Avgeles, CA H0025-4650 Froducer of Slﬁl‘l!ﬁf]l‘li{*‘ m-mm

vial filling machime is used 1o} (b) (4) of pmduct into vials mngmg hetween (b) (4)

(b) (4)

D. Duing prepaatian of (b) (4) in the I8Q 5 elassified workstation #| (D) (4) an {3Mar2017, w
individual was observed placing ®® arm in the path of unidlrectional airflow directly above the (B) (4) postion

Laf a ¥MIaily filled syvinge. The contents of the syringe were being (D) (4) of(b) (4)
(BY@) Total Parenteral Nutrition) Rx number®)(©)

E. You fhiled to pecform growth media promotion testing for (b) (4) growth medium
4) Iot numbers: (b) (4) (b) (4) expiration dases: () (4)

resp-ectwe[y, priot to nge. (b) (4) mediz (D) (4) were used to 11l vials duving
execution of media fill validation batches initiated between (b) (4) . Fou example, positive and
negative control experiments for either Iot of (b) (4) arowth media (b) (4) were not performed

prior to use,

N
“

OBSERVATION 2
Procedures designed to prevent microbiological contamination of deug produsty pumporting to be sterile do nat

inchude adequate validation of the stevilization process.

Specifically,

A, The following was noted during a review of the Instailation and Operational Qualification (1OQ) end

Performance Qualification (PQ) for the [ (b) (4) (b) (4) dated 03May L6 and
04May!6, respectively. This (b) (4) is used for(b) (4) stevilization of (b) (4) drug products, as well as for
sperilization of equipment and uteasils used chiring preparation of stevile drug producis.

1) (b) (4) were not (b) (4) identified doring the 10Q.
2) The [(D) (4)  temperature failed to imeet pre-determined criterls of| (b) (4) satehes for
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CEPARTHMENT G HEALTII AND HUMAN SERVICES

FOO AND DRUG ADKMINIGTRAT DN .
DISVEUOT OPFICE ALORERS ARD PHONE MIMIES . UATE(G) OF IGPRCTION R
Las Mgﬁ[ﬂ‘s Distelet Gifice 1 12017 « 130 ar20
19701 Faicohitd AL RSN L
;mne A 92612 (FEINUMBER
49-G03-29000 b
[mdustey Informadon: www, lagovioe/indugtry  « ' ' | Mt
[FAMAE 30D TITLE OF INDOIDUAL TO WhEM ReperT 19 1§80 . — == = S e
10; Navid (NML) Vohedt, Phapnl),, Owner
FIRAY NAME ' |SFREET ADDRESS
Lthm 1V Phavuscedbeals, fne, doa Axia I'Izannnmatlcni 700 Westwood Blvd Sie 135
FY, STATE AND ZIP GODE T | TYE OF eSTAULSHMENT ePEe e
Los Angeles, CA 90025-4650 Producer of Sterile Doug Produels
“PQ Test Case®® (D) (4)  Vaerification for (D) (4)
3% The | (B) (4) temperature failed to meet pre-deteimined criterla of (b) (4 ) batehes for

“PQ Test Case[@ ;[ (D) (4)  Verification for Equipment?.

4) The minimum tamperstore failed to meet pre-detenmined criteria of (b) (4) Iatehes for
“P() Test Case® %[ (D) (4) ! Verification for Vial (6)(4)

The “Performance Qualification Sunmary Repott for the (b) (4) ', Repart 1D

VAL-13-010, woa approved by the Diveator of Quality and Stevile Operations on 01 Augls.
B. Tho:(b') (4) (b) (4) (b) (4) which is used to(b) (4)  stecllize (b) (4) injectable drug

products st~ (b) (4) did aot meet the requited [(B) (@) tempeatore of (B) (4) (b)) (4)

(b) (4) batches during performance qualification (PQ) of(b) (4) preparations, There was no data to
show the ® @), wag capable of maintaining a (b) (4)

Although the “Performance Qualification Protacol for the (b) (4) k)@ (b) (4) " WS pres

approved by the QA Mauager on 30Jun2016 and executed heiwcm 30 Jun2016 and G1Tul20186, the Final Report

titled “Performance Quallfication Summary Report for the(B) ) (4) (b) (4) was weitten
and approved on 21Marl7.
C. Records were insufficient regarding jncubation of (b) (4) as follows:
1) According to manufacturer’s instructions. N (b) (4) are
required [o be al b) (4) incubator®® which is used for (b) (4)
was never quulified or callbrated, and the temperature ut the tine of incubation was not recorded.
2) Accorcing lo manufacturer’s inslructmns.( ) (4) (b) (4) gualification are
required to be incubated for (b) (4) Docunentation 18 not ayailable to demonstrate
these (b) (4) WEIC incubated Lar the appropriate timeframe and at the appropriate tempeiature.
3P3m{a)mmm EMPLOYEELS) NAME AMD TITLE (Prind ar Tyna) T |oavegsUEs |
AvRSE Linda P, My, CSO
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOoHs AND DRUG ABMIMISTRATION
DISTRICT CFFICE ADDRESS AND FHOHE MUNEER = T T | DATE[S) OF NeAECTION
Los Angejes Distriet Office C 2617 « |
1990) §uirebild [IMaRG17 « 230ar2017
Trvkne, CA 326]2 R
49-603-2 Y
349-608-2900 013341563

indusl:}' {ntormatlon: www. tepoviocTsdustr
AR AN TYTLE OF THOMIDUAL 170 WHOIR REPORT 1S IMaUER ==

TO: Navid (NMT) Viahedi, PharmD.,, Owoer

P AAdse T ISTREST ACORESS
Pusion 1V Pharmacenteals, Inc. dba Axia Phamoceulieal 1590 Wesrwaod Blve Ste 125 |
CITY, STATE AMD ZIP COOE [WPE OF ESTADLIBHMENT WePecTED

Los Angeles, CA 900251650 Prosucer of Stevlle Drig Prudunts

OBSERVATION 3 o |
Drug product containers and closures were not sterllized and pracessed to remove pyrogenic propertics to asswre

that they arc suitable for thelr intencled use,

Specifically, B
” o nd o (b))

A. You failed to demonstrato control of endotoxin and biokuivden through the
For example:

1} You did not show through validation studiey that dm (b) (4) process dand eqmpmcnt veere cupable of
reducing ¢ndotoxin to an acceptahie level,

- e e

2) The folewing was noted vegerding (D) (4) (b) (4)  pecformance
qualifieation (PQ) activities, conducted according o pmmcal VAL 15-025, approved 23Junl6:

ot doscribe placement of equipment such as (B) )

8. The PQ records do not include (b) (4)

(b) (4)

b, The PO xecords do not descatbe the quantity of (b) (4) during perfornance
yunlification, :

¢. The PQ m.u:m:ls do ot include the (b) (4) ‘incubation dates, times. and lemsperature,
According to the ™ manufacturer’s instructions, "’_’ = ?E:) required to be incubated () (4) The

(b) (4) incubator, which is used for w3 nevor qualified or calibrated, and the
temperature at the time of Incubation was not recorded.

B. You d:d not dem&ns:xa{e endotoxin reduction during qualification uf‘thc (b) (4)
- Far example, you did not use | (b) (4) 3 in the qualification rins.

Accnrdﬁ::ﬁ; to the Pharmacist in Chage, the firm uses this machine o depyrogenoto and sterilize gloss vials prior to
being filled with [ (b) (4) " drug product.

' 16 b v TATE G3010
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DEPARTBSENT OF HEALTH AND HUREAN SERVICES

FOOD AND RUD ADMINBS TRATION ©
DIGTRIGT OFFIGE ACOREAS AND PHTINE NUMBER A TELE] OF IRSPEGTION _ =
Loa Angeles District Office Mard0]7 - 23088r2017
19701 Fetiechlld | ——————
Irvine, CA %2611 . FEI HUMAER
&0
45-506-500 3013341563

[ndwsiry Information: wivw.lia, gﬁvfurﬁndum
NAMEARD TIILE Ch INDNIDUAL TO WHON REPORT 18 ISSUED e e

T, Navid (NM1) Yahedi, PhasmD,, Owner
FIRM NAME T T T sREET ADCRESS e o

Fuslon IV Pharmaceuticals, lie. dhn Axin Phavmaceuticyl 1990 Westwaod Blyd St 135
CATY. STATE AND ZIP CODE T T TP CF E4TASUSHMIENT WSPCG TRD
108 :'mgal‘ca. CA 90023-4650 . Prudm::r of Stexile Drug Ftadunla

OBSERVATION 4
Ascptic processing areas ave deficient regarding the system for menitoring envivonmental conditions,

Specificatly, | - "

You do not perform enviromnental monitoring (EM) for microbiological contamination of viable air and surfages
at least daily in the five (5) laminar aic flow wark stations (LLAFWs) located in the [SO 7 Filling Room, for lots

categerized ns “Nok a Bateh”, "Not & Batel” is defined as(b) (4) In addition, you
do not perform EM in the event of multiple "Not o bateh” lote produced on the same day [n the sams LAFWSs.

OBSERVATION $
Bach baich of drug product required fo be free of objectionable microcrganisms is not tested through appropriate

laboratory testing.

Specifically,
(b) (4) sterility

A. You have rot completed method suitability testing of youwr _
test for any of the®@dmg products that are sterility-tested with this method,

B. You haye not pecformed an antimicrobial effectivencss study to verify that the preservative system is effective
il protects the pioduet over its shelf life under expected conditions of use,

For example, on (2Fanl?, you pm:m:iun:c.:urli(!g’-I mﬁﬂ mi Multi-dose vials of Methylcobalrmin, | mgf‘nilInjcctahia,
Lot Number 0112201 7+44269, and assigned a beyond use date (BUD) of | LIull7; however,  you have not verified
the preservative would be ¢ffective throughout this product's shelf life.

OBSERVATION 6 '
The labels of your outsourcing fzeility’s drug pmducts are deficient.
OVHE(8) SIGHATUAR i GMILOYEES) MANE ANG THTL,E (Print or Tyj) DATE |BEUED
SEE %f\ . . :
REVERSE Linda F. Murphy, €SO _
ar T3 T Tuckolvn Qin, 030 03342017
/"2“ ) Marcelline Dorduase, Gew € 30
e 8323113
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DEPARTMENT Of HEALTH AND HUMAN SERMCES

FOOD AND DRUG ADIINISTRATION

(GIBTRICT OFFIOR ALGRESS AND PICNE HUNBER R DATEG) O HBFECTION =

Los Allj;ﬂlﬂ Distelet Oftice ar2B 1 - 232017

18701 Fairchiid _ ke , .

Irﬁ“gi MC-A 9612 . . FEl HULER

$9-608- 2900 A s
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Industry [pgomontdon: www, e gav/ocnhusiry el el ) N .
wAME SRETILESFINDMOUAL TOWIOHMRLr T IS8l — — — — ~ ——— — — & T
T0: Navid (NM1) Vabedi, Pharinb),, Owrier .

FELM NAME 3TREET ADDRESS

Fuslon IV Pharsiaceuticaly, loc. dba Axin Pharmoceutical L1990 Weatwoad Blvd Ste 135 _ .
CITY.STATE AND 4 COUE U TYPE GF ESTABUSHMENT INSREGTED .

Les Angeles, CA 90625465& 2 Producar of Stevile Drug Praducts

Specifically,

The Labels of your outsourcing facility’s drug products do not include information requircd by section 503B(a)
(103(A). Specifically, the statement “OfTice use only" i nat on your deg pmmwt lubels. Labels for the following
deug products do not contain this statement:

+ Methiondne/nogital/Choline IMIC) Tnjectable, 25mp/S0mg/S0mg/ml., 30mL Mulu-cfﬂse Vial
* 'Testosterone Cyplonate Injectable, 200mg/inl, CIIL, 10mE, Multi-dose Vial

+ Human Chorionic Ganadatropln (Heg) Injectable, 10001UAnL, 10mEL Multi-doge Vial

v Hyrdoxocobalamin Injectable, ImgfmL, 30mL Multi-dose Viai

* Methylprednisalone Acetate (PF Injectable Suspension), 80mg/mL, 2mL Single-dose Vial
+ Chromium Picolinate Injectable, 200mog/ml, 30mL Multi-dose Vial

» Methyloobalemin Injectable, lmg/mL, I0mL Multi-dose Vial

+ Ascorbic Acid {Vitamin C) Injestable, 500rag/imk, 30mL Multi-dose Vial

+ B-Comptex Injectable, B Vitamin Complex, 30mL Multi-dose ¥inl

+ Cyenocobalamin Injectable, 2000meg/mL, 30mi. Multi-lose Vial

+ Pyridoxine Hydreehlorkde lnjectable, 100rg/mk, 30mL Multi-dose Vial

* Gluthathione Injectable, 200mg/mL, 30ml Muld-dose Vial

+ Triamcinolone Diacetate Injectable Suspension, 40mg/mL, 10mL Multi-dose Vial

» Methylprednisolone Acetate Injeciable Suspension, |00mg/mL, | OmL, Multi-dose Vial

» Dexumenthasone LA injectable Suspension, ! 6mgimL, 10mL Multi-dose Vial

HOBS BRVATION 7
Strict control is not exercised over labeling Issued For use in drug product labeling operations.
Specifically,
You have®® container labels which include information to ficilitate adverse event reporting, However! (b) (4)
EMPLOYEE(S) GIGNATURE EMPLOYEELSY NAME AND TITLE (Prnt or [re) OATE IESUED
REVERSE b Liada E, Murply, CS0O '
OF THES Talclwn Gln, C8G TLQAsmAALLT

Ales Marcellinug Doeduan, 66 &5Q
_.é'{:'_mlm s 031 2347
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CEFARTMENT OF HEALTH AND HUMAN SERVIGES

FOUD AND DRUG ADMINISTRATION
DISTRICT CFFICE ADDRESS AND PHONE NUMBER “TOATES) OF dseEcTION - S
19701 Fulechitd = % MEER - |
Trvine, CA 92612 AR
949-608-2900 : ¥ .
es 3013341563

[ndustry Information: www.fagov/oe/Induatry
NANE AND n‘r"‘F‘a‘L FINCIVIOUAL TO WHOR REPGRT 15 I9SUED

yo: Nnvid (NM1) ’n’aﬂedl PhoamD,, Owner

FIRM ALY STREET ADGAESS

Fuzion 1V Fharmmnl:-.da, Tno, dba Axia Phnnumunul 1990 Wesiwood Blwd Ste 135

ncm. OYAYE AND 2P GONR TYPE OF E8 TALLISHNGNT INGPEGTED
Los Angeles, CA 90025-4450 Praducer of Stevile Dinig Producls

(B) (4)7 labels possesses both the adverse cvent veporting number { 1-800-FDA-1088) and web address (wwvw.
fda.govimedwatch), Purthermore, there are 10 records to indicate 10 (D) (4) | adverse events reporting Jabel

was used to fabel drug praduct packaged ot your firm.

OBSERVATIONR
Your outsourcing facility did ot submit a0 initial repout to FDA, identifying products compounded during the
previous six months us required by scotion S03B(b)(2XA).

o —

*DATES OF INSPECTION
13201 TMon), 3 1 4201 7 Tue),315/20 L 7(Wed), 341 6/201 7(Thu), 311200 T(F i), 34200201 Qon) 32013
(Fney,3/22/201 H(Wed),3/23/201 7(Thu) R,

mw

TEMPLOVEE(S) SIGNATURE BN LOVEETE] HANE ANG TITLG {Pénd or Typa) DATE BSS1ED
SEE s
REVERSE Linda F. Murphy, C80
oc s 61\" L. ""‘“"? Taichys Qis, 031232017
Muveallims Dapdunce, 68 SS o
(e S 03125 (1
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