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Mr. Mitchel Herseth, President
Apotheca, Inc.

1622 N. 16th Street

Phoenix, AZ 85006-1901

Dear Mr. Herseth:

We have completed our review of the inspection report for the inspection
conducted at your manufacturing (repackaging) facility in Phoenix, Arizona, by
the U.S. Food and Drug Administration (FDA) on January 28-29,2009. The
inspection revealed significant deviations from the current Good Manufacturing
Practice (CGMP) regulations in the repackaging of various drug products,
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Dear Mr. Herseth:

We have completed our review of the inspection report for the inspection conducted at your
manufacturing (repackaging) facility in Phoenix, Arizona, by the U.S. Food and Drug
Administration (FDA) on January 28-29, 2009. The inspection revealed significant deviations
from the current Good Manufacturing Practice (CGMP) regulations in the repackaging of
various drug products, including penicillin and non-penicillin beta-lactam drug products.
These deviations were listed on the Form FDA 483, List of Inspectional Observations, issued
to you at the close of the inspection.

Fexix, 7 UV F M Phoenix (Z& 5 Ertofill (FadE) Hiaik T, 20094:1H 28-29 H 12 K[EIFDA
AT - BEREEDO L 2 —%2%T Lz, ZOHLETIE, FEOERSE (L= U BLOIE
NR=V Y U B-T7 7 2 AEERLEET) OFAEIZBWT, CGMPHAIN D OB KRBT S L
oo IHNBHOBMBLIT, Z OEENKT LIRS TEMICH L CHIT L7-Form FDA 4830 [#5£30
DREABEFEHOY A M IV A RSN TND,

The inspection revealed that these drug products are adulterated within the meaning of
Section 501(a)(2)(B) of the Federal Food, Drug, and Cosmetic Act (the Act) [21 U.S.C. § 351
(@)(2)(B)], in that the methods used in, or the facilities or controls used for, their manufacture,
processing, packing, or holding do not conform with the CGMP regulations, Title 21, Code of
Federal Regulations (CFR), Parts 210 and 211.

Z OB T, HT AL ERLEPES T (Federal Food, Drug, and Cosmetic Act; the Act) [21 U.S.C.
§ 351 (a)(2)(B)]?Section 501(a)(2)(B) D BT 2 &FHMNICIH VT, ZNHEELNFREEKL ThH
% (adulterated) Z & Z/RL7-, +72bb, £l (manufacture) . 1T (processing) . L%

(packing) & %W IR (holding) (2R L CHEMH S D sk & 5 \WITEFL O J71E3 . Title 21, Code
of Federal Regulations (CFR), Parts 210 and 2110 CGMPHIHINIZIE G L TW o 7z,

We acknowledge your written response, received May 27, 2009, addressing our investigator's
observations on the Form FDA 483. Our review of the response showed it is not adequate
because it does not address the full separation and containment of your repackaging
operations, nor was any documentation (e.g., written procedures, decontamination plans,
facility schematics, floor plans) provided to demonstrate adequate corrective actions have
been implemented.

Fx (FDA) 1%, ZdDForm FDA 483125\ CEZEE Ofafi L e A ESFHEICE & Lo ErtEEE
(20095 H27H % H) IZOWTEHH L EiF 5, ZoRIZEOHE L DL E2—TlX, ZHNRHE
UIChiHr eENmEniz, 2F0, ZoRKIZIE, EHOFOEEED 72 oBER L OE TiA
DIZONWTERINTHRNL, BUZRRERHENMTONEZ L AFEAT 7D icfi it s~
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@R (B ZX, FIAE, PRYEHE, fEsx#sX (facility schematics) | “FmilX) HESfFF S LT
A

In addition, we acknowledge the Regulatory Meeting that we held with you on June 2, 2009,
in which we discussed the need for full separation of your repackaging operations and
containment controls, as well as the need for cessation of your repackaging and distribution
activities, decontamination of your facility, and recall of repackaged product distributed to
your customers.

W2, 200946 H2 H » &4t & @ Regulatory Meeting (Z/&#TH L EiF 5, Z0O&ETlE, EtoF
EAEVESE DB L B CiADE EE (containment controls) 28R+ Tdh D Z & & igim L, T L i,
EAEO B X OBIEEE DI (cessation) DBV, Mgk OFRYe, HEH IR S ZFA
R BB ORI O LEEIZ O Cikam e LT,

The violations observed during this inspection include, but are not limited to, the following:

Z OB LTEK (violations) (X, AT D@ THDHMN, ZHURESND DO TR
A

1. Failure to establish separate or defined areas or such other control systems for your firm's
operations as are necessary to prevent contamination or mix-ups during the course of
manufacturing and processing operations, as required by 21 CFR § 211.42(c)(5). In
addition, operations related to the manufacturing, processing, and packaging of penicillin
are not performed in facilities separate from those used for other drug products for human
use, as required by 21 CFR § 211.42(d).

fil3& (manufacturing) & NI (processing) DAEZEHIZ, VG0 RFERRF] (mix-ups) ZF5< (21
CFR§211.42(c)B)IC L W HESNT VD) 1mDICHELE SND Z LICHOW T, EtETHO/EE
Wi, BED DUV IX AR L S 7= X3 (separate or defined areas) THHZ &, HDHWIE, =D
KO DEIL L AT DAL T D 2 LIS, R H 5, BT, *= U rOflE, Tk &
OB D E#IT, 21 CFR§211.42(d)IC L » TER ENTWA L 97, b MHAOMOEHKS,
T2 IR0 5 O BEN T IL T R,

Your firm's repackaging operations for cephalosporin (beta-lactam) and nonbeta-lactam
drug products (acetaminophen, ibuprofen, and various cough/cold products) are not
separate. Due to the nature of these drag products, you must ensure separation of your
repackaging operations in order to prevent contamination or mix-ups of these products.

7y ARY (-T2 5L) L, HB-TIVZLERES (TN )T AT
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n7xy, BIOEFEOREI (cough/cold) 3) oW T, HATIGOHAEEEN TS
TR, ZNHOEELOMEENS, EfixEn oW GmoiEY% Lt BREHRFE 25 <7-oic, 7
THENER O3B (separation) Z SR L O L Laid i o,

Beta-lactam drug products such as penicillin, amoxicillin, and cephalosporins
(nonpenicillin beta-lactams) present a substantial health hazard to patients. The potential
health hazard of non-penicillin beta-lactam drug products is similar to that of penicillin
drag products, in that they can be sensitizing agents that trigger a hypersensitive
exaggerated allergic immune response in some people, with allergic reactions ranging from
skin rash to life-threatening anaphylaxis. Anaphylaxis can result in significant tissue
damage or even death. The non-penicillin beta-lactam drug products also have the potential
for cross-reactivity resulting in anaphylaxis in some people.

R=v v, 7EFVU > (@amoxicillin) BL O 77 2R > GEX=2V v B-F 7 % L¥H)
DE D7 B-T 7 & AEFRMIT, BFICR L TEKZ (substantial) fEFEfEESFET D, JEs
=Y U B-F 7 Z AEELOBIEMRFRAEEIL. A=V ) VEELOZNEREZLOTHY |
BT, HAHFED A& TOEEEER T L —RiERI)E (hypersensitive exaggerated allergic
immune response) D5 & 4 & 72 DEVEWE (sensitizing agents ; fRYE [HEA]] & ORFEL H D)
Th 2, WEPEEE T VX — BRSO L, KFD3Z (skin rash) 226, AFEIZE D
DT F 747X —ICkATWD, TF 7 47 %F— (anaphylaxis) (%, ERZMEME X A~ 2,
HOWVTHCSABFIER T, =2V B-T 7 F AEKMITETL, HOEDO ALK L
T, 7T 74 7% —%5| T RXUED A RettE R > T\ %,

Preventing cross contamination and minimizing the potential for life-threatening allergic
reactions is critical when manufacturing non-penicillin beta-lactam drug products.
Consequently, the processing of beta-lactam drug products must be separate from
non-beta-lactam drug products. In addition, penicillin and non-penicillin beta-lactam drug
products (cephalosporins) must also be separate from each other.

RXEGETHTH &, BLOAEMICEERT LV —KISO G Z R/MET 5 2 L i,
=Y BT X AERNEET AL AICERRFETHDL, LIEN-T, -7 4
LEEGOT vty o7 (L) 1, EB-7 7 Z AEELNGHEELRITIXR 720,
HL, XY VU BLWIER=V U B-F 7 LEEM (B7 7y AR V) b2, BA
WIS OTBEZ L7 7 B 7w,

Your repackaging operations for cephalosporin and non-beta-lactam drug products are not
separate. They occur in the same Repack Room, using the same non-dedicated equipment
and the same air handling system (HVAC), as documented in the hand-drawn facility
diagram you provided to our investigator. Also, the same employee can repackage
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cephalosporin and non-beta-lactam drug products on the same day.

Bot 77 m 2R VB RIOHER-F 7 # LAEEGEOBFEEEEIT, SBECTOIL TV R,

ZIHDOIEEIT, Bx OBEEFICRIE SN FEZ Oz (hand-drawn facility diagram)

TEMIML TS E9IC, F—o [Ha%EE (Repack Room) | T TEY ., [H—DIEHEH
%5 (non-dedicated equment) &L [A—?DZEF > A7 4 (air handling system ; HVAC) T{Th
nNTnWs, £/, F—/EEENR, F—BICke 770 2R I ER-T X 7 X AERLOBEE
FHETZDZ LI TND,

Containment control procedures (e.g., qualified decontamination, gowning, and flow
diagrams) have not been established to prevent cross contamination.

RXEGw B T2 D EHADEERITIE (B 20X, WHIESFE SN 7-prYTIE, A TFIE,
BEOEFREDO 7 1 —[) DBHEL S TUVRN,

For example, repackaging worksheets (b)(4) document the same employee with initials
(b)(4) repackaging five packages of Cephalexin (b)(4) and 20 packages of on December 19,
2008. These observations indicate that you do not have adequate separation or containment
control systems in order to prevent cross-contamination of these products, per 21 CFR 8
211.42(c)(5).

Bz X, FaEEE¥E T — b (repackaging worksheets) @ @@ (%, 20084127 19H 2, 7 7 L
U @@@D 5 tlEHAL L | GRIE : &S FRIORGL D) 2082 AL (package) D 52D
WHEOHRIEEToT, Eﬁiib’%ﬁoﬁémﬁﬁ‘%ﬁaﬁ LTW5, ZOBEEFEHET, 21
CFR § 211.42(c)(5)ICft > T, FI bW DR XIG Y2 B < T=DI, w7220,/ 5 iAo & B
VAT LEFOTWRNWZ EERL TS,

In addition, your firm conducts repackaging of penicillin and non-penicillin drug
products in the same facility without adequate separation of your operations and
containment controls (e.g., adequate facility design, differential air pressures, and a
monitoring program). Although penicillin is repackaged in a nominally delineated
penicillin repack area, your repackaging operations are not adequately separated, per the
intent of 21 CFR § 211.42 (d), in order to prevent cross contamination of penicillin and
non-penicillin drug products.

Wi, BT, B Eomye ol BELOE CIAOOERE (Fl21E, @mYekEsk T
A v, EEZEE (differential air pressures) BLONE=X 1V 7 « 7/ 7A) ETHI LT
<, A= TN=v )V EIER= ) VEELOBEEFEELZIToTND, =2 v
I, 4 H ETHBIE Sz =v 1 »FadkXEk (anominally delineated penicillin repack area)
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)

THAAMEZ SN TWAD, EOBFaEIEEIL, =) IRV VEEL DX
Y < &9 21 CFR §211.42 (d)D HWIZEEA T, @UNIBED STV,

For example, the penicillin repack area lacks a physical barrier (the doorway has no door)
to assure its full separation from the rest of your facility. Therefore, the penicillin repack
area is readily accessible to all employees.

Bl ZIE, X=2 U COFALEXIRIL. FOMEOIKEZE (rest) 226, FO+55 7255 B 2 {5
T 572 OYEHEEE (physical barrier) ZKWWNTW5 (A LIZEER 72V , EIZ, =Y
U UBAERIRT, S TOMEENHEILT 7 EARHEIREICSH D

In addition, the same employee can repackage penicillin and non-penicillin products (e.g.,
cephalosporins) on the same day. Containment control procedures (e.g., qualified
decontamination, gowning, and flow diagrams) have not been established to assure that
your firm strictly precludes an operator, apparel, equipment, and materials from carrying
residue from the penicillin repack area into non-penicillin areas.

Mz T, W—OREEN, RMLUAIL, =2 U &I =Y /ﬁzﬁl Bzix, E77u=
RV YY) OFREEZTLHZENTE D, HUADEIHLE (FI21E, EEES R S L2k
Yk, BAE, BROBRER) SIS TELT., 2o, Hthix, <=vU v
XN GIE=0 U U RKIE~D | 1EEE ., AR (apparel) | #a53 L OWSG (materials)
MNHEHIAEN DY (carrying residue) % BB ICHERR 5 & DIRIEN 720,

For example, repackaging worksheets (b)(4) document the same employee with the
initials (b)(4) repackaging ten packages of (b)(4) and four packages of Cephalexin (b) (4)
on January 12, 2009. These examples illustrate that your firm's penicillin repackaging
operations are not truly separate from those used for other drug products, nor do you have
adequate containment controls in order to prevent cross-contamination of drug products.

Bz IE, FEZEEEY— FO@@IL, 2009F1H12HIC, @@@DI0WEEHAI L 7 7 L ¥
T @@@DATIEHN DALY LT @@L RO —DIFEE LT L TV DH, ZDHE
Bk, EfLOX= ) COREEFEER, MOERMHERT 01 0ERTHBEES T
WRWZ E R, BHDHWIE, EERERGORZNIEYE S T O i CiADEEE LT
WRNWZ & FRETHHEDTH S,

To comply with the cited regulations, a comprehensive control strategy towards
separation should be taken to prevent cross-contamination during the repackaging of
penicillin, non-penicillin beta-lactam, and non-beta-lactam drug products. Adequate
separation must include physical facility barriers and separate air-handling (HVAC)

T7IVT-Y)a—2a XM RS RER
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systems. In addition, there should be adequate separation of personnel and equipment,
with well established written procedures and adequate controls. The separation should be
verified by testing, auditing, and adequate monitoring.

DOEMICHIH LIESZNESFT 5720, = v FEX= Y U p-F7 % A BLOHE
-7 7 B LEIESLOFEIEFORXHGE S T2 D SrEE T T ORISR 70 BRI 4
9 &, WU BECIX, WERRY iRk EORERE (physical facility barriers) &, EfEL 7=
7223 (HVAC) Y AT AZAE ST iude bz, BT, fBOICHNL Sz FIRE &
U7 2 Lo T AEEB B L OMRR OB e B 2175 2 &, T OBEE, 3Bk (testing) .
AT (auditing) B L ONEYIZRE=2 1 72 X - THER (verified) 52 &,

{ |

2. Failure to test non-penicillin drug products for the presence of penicillin, if a reasonable
possibility exists that a non-penicillin drug product has been exposed to
cross-contamination with penicillin, as required by 21 CFR § 211.176.

FER= Y VEERLN, R=V U CORYIGRRICEBZEINTWND LW ) Ee D O RRENE

(reasonable possibility) 23FET 5 &9 O THAUE, 21CFR 821117612 L VRO BN TV D
E 97, FER=T Y VEHELETOR=U Y COFEIZE L TORBRZIT > TWRWT LI
BN D,

This regulation requires that non-penicillin drug products be tested for the presence of
penicillin where a reasonable possibility of exposure to cross contamination exists. The
non-penicillin drug products should not be marketed if detectable levels of penicillin are
found. Your firm has not tested non-penicillin drug products for the presence of penicillin.

ZOBANK, FERX=Y V@%E‘ui)‘i RYBYN BB INTNWD EDZENR D OA[HREN

(reasonable possibility) 73& 54856, EOERKMICONTR=2 Y  OEROFIELZRRT 5
ZEERDTVD, =T /l:s*?%uu X R LES L DR=U Y UEIE LT 72 51,
TREMHICH L U b2, &, 2= U VOFEIZON T, IER=V T VERRLE
0 A PGV

Product testing does not have to be performed if your firm can demonstrate that a
reasonable possibility of exposure to traces of penicillin does not exist in your
non-penicillin drug products. However, the lack of containment control procedures
observed by our investigator leads us to believe that the possibility of contamination exists
at your facility; therefore, non-penicillin products must be tested according to 21 CFR §
211.176.

b LIER= U VEEGDS, RX=U U CORBMEOZNR Y ORTREVED H D ZFTICS H SN T
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3.

WRNZ LR B TENEH TE 20 ThiuE, MR TRX=0 U VOFEORRZITH2
<THEY, L anb, FxOEEENEE LE UIAOEHFIEOKRGIL, Eiliisk
T, R U UBRMIFEL TW A AREMED B2 | T2 FDAICKRi -85 D ThoT-, &
Nz, =) HIE, 21 CFR § 2111761268 » TRBrZ LT e 5720,

Failure to establish and follow written procedures for cleaning and maintenance of
equipment as required by21 CFR 8 211.67(b). For example:

21 CFR §211.67(b)IC K W BRI TWB | #ERDOWET L (7 V—=27) LA TF U ADF
NEE:ZMSr L. Z3UTHED & SRS D,

a. Your firm has not established adequate written procedures for cleaning equipment,

including utensils, used in the repackaging operations for any of the drug products that you
repackage. Your pharmacist provided our investigator with a one page reference document,
R4-23-604, which states that equipment shall be maintained in a clean and orderly manner.

R, SR 2 TEEE T 2 72O ORI R FIAFE 2L L THRY, ZHUZiE, B imaiEd
HEHS (PoEHKLE) [CEHT S HE (utensils) baEn s, koA (pharmacist)
. 1 ES 72 5 HEUECE (one page reference document) [R4-23-604) %, #EEICHRAE L 7=,
ZhUE, SR AIEREL T BRI A T A (RF) 75282 DOTH D,

However, there are no written procedures that reference the approved cleaning and
sanitizing solutions, assembly-reassembly instructions, solution contact time for surfaces,
maintenance and cleaning schedules, assignment of responsibility, and protection of clean
equipment from contamination prior to use.

LLnG, ZOFEBICIIRO L) RFEHEZS K LTV, KR I TW DT s
KOV =% A OV, D3R L AL T, RE~OEWIEMEE, A>T R by
V== T DR Y a— b, BT, B8IOVER L SN2 H E TIERDOIRET D
L,

In addition to your failure to establish written procedures for cleaning, your film also has
not validated the cleaning methods that you have been using for non-dedicated equipment
(e.g., (b)(4) and hand count trays) and surfaces. Your pharmacist stated 70% Isopropyl
Alcohol (IPA) was used to clean the (b)(4) hand count trays, and counter tops. However,
you have not provided any documentation that demonstrates that 70% IPA can effectively
neutralize beta-lactams residues on equipment and surfaces such as countertops to prevent
Cross contamination.

. \ .
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EAHXIEE O FIREZ ML T 5 Z LRGN H D Z LI T, FEHAKSE B2 000
£ X Ohand count trays) 3 X OFREIZEH L CW D IEEILD TEEZ Y F— F LTWRY, &
FEOFEFIEIL, 70% « Y 7 a7 Lz — 1 (Isopropyl Alcohol ; IPA) % @ @ @hand count tray
EL Iy B —TEEEIEELT DT O L7z L7z, LA L7eh 6, &fIE70% IPARY,
RXEG B T RO 7 v 2 —TEER D K 9 e il D B-TF 7 % L OFRE M & AR
IZHRITE D Z LIZOWT, MBDFEH S 52 TWV7RLY,

4. Failure to maintain written records of major equipment cleaning, maintenance, and use
that show the date, time, product, and lot number of each batch processed as required by
21 CFR §211.182. For example:

FHEEESOIEEL, AT F U AB X OMEHORSREREFT 25 Z LICRERH D, Thbb,
21 CFR 821118212 L W FR I TWB K H 7, ML EATo 7%/ Ny FOHA, B, 4. B
Xy /S ZNFET DRI HOWT, KR H D, Bl :

a. Your firm does not maintain individual equipment logs of the cleaning, maintenance, and
use of the non-dedicated equipment used in your repackaging operations. In fact, your
firm does not maintain any records of the cleaning, maintenance, and use of your
non-dedicated equipment.

EibE, FASEMERE R 9 5 IR S (non-dedicated equipment) DiEEH L., A T F 2 &,
BIOERIZEAL T, flx ofisnn 77~ 27 (logbook : sRiE A « HFIZHOWTDERES
MR ZRFFL TR, FE L, HEHIEHABEROEE L, A T T v R B LU o afr
72 B0 b ERFE L TR,

b. Your firm does not maintain records of the cleaning, maintenance, and use of the
dedicated equipment used in your repackaging operations, either in individual equipment
logs or in batch records.

BT, A E RS LIRS OTF L, A > T F 0 2B LU B D ek 2 | i«
DD T T T 7 8 DTNy FREEKIC B RFF L TR,

5. Failure to maintain batch production and control records that document that each
significant step in the manufacture, processing, packing, or holding of the batch was
accomplished, including identification of the individual major equipment and lines used for
each batch of drug product packed, as required by 21 CFR § 211.188(b)(2).

R FHREEE P E04%E (batch production and control records) % & > TWWRWE DR 5,
ZOFEEIL, Ny FoRE T, B HEVIIREEICBITAFEERT v IREITEN
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e EERTDHLOTHY, AldE L EELOR Ny FITHEH L FEE2 Al 4« O X
VIA v OBESEEND, ZhiE, 21CFR§211.188(D)Q) THESNTWH LD TH 5,

You batch production and control records (i.e. repackaging worksheets) do not document
the production lines (e.g., the room) where repackaging operations are conducted, nor the
specific equipment used (e.g., (b)(4) hand count trays, beakers, graduated cylinders) during
these repackaging operations for any of the drug products that your firm repackages.

Ny FREEEHGE (Thbb, BREY—7v— ) d. HREEER TG T v
(T72bb, HMEROAFLEES) DXBELEIN TR, T2, SEAFAEEZ LZ0Tho
P& S DO AL SV ESE TP IR A L7 #%88 (B 212, @ @@hand count trays, £ — % — (beakers) .

A ALY & — (graduated cylinders) ) DHEFED S TVRY,

The violations cited in this letter are not intended to be an all-inclusive statement of
violations that exist at your facility, and in connection with your products. You are
responsible for investigating and determining the causes of the violations identified above
and for preventing their recurrence or the occurrence of other violations. It is your
responsibility to assure that your firm complies with all requirements of federal law and
FDA regulations.

ZOEMICEIH LRI, BTG T 58K, B X OERGICEE L ERK 02T

ARSELZEEEME LTV, E&fhid, EEECHE L-EKORENEZREL, 2%
WETHZE, BLO, TOFHEL, MOEXOREZ LTS Z LICHTEZAL TN, #
ki LOFDABAIO 2 TOERIZEG T 2 2 L 2 RGET 5 D%, HEHOELETH D,

We acknowledge your statement during the inspection that the penicillin repack area has
"its own air conditioning system™; however, the requirement is to have a separate
air-handling system for the manufacturing, processing, and packing of penicillin, per 21
CFR § 211.46(d). A separate air"handling system (HVAC) should consist of a separate air
handling unit (which includes heating and cooling elements, filters, humidifier, etc.) and
separate ductwork.

Fox i, ARPICEDRARIZ_R=0 ) U OFAERIES (2 AERTOMN LBy AT
2 ("its own air conditioning system") (GR{¥) | Z#FoZ L2 oW TiE, AL TWD, ; L
MLARMNE, 202 Db ERFIEIL, 21 CFR § 211.46(d)ICfit> T, =2V Dl
ML, B ROEEE ﬂTé@%@/XTA EHY AT LERERIEIR B, SrBE L 7o 25
A7 2 (air handling system ; HVAC) &, 70H L7=225%> R U 7868 (ZhUZid, gk
WL A M 7 g v — BRI ENEEND) & oBE L7427 MEE (separate ductwork)
ORI e T UL e B e,

™. T7IVT-Y)a—2a XM RS RER
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Also, be advised that distribution records must identify the lot or control number of all
drug products shipped and that your firm must have a system by which the distribution of
each lot of drug product can be readily determined to facilitate its recall, if necessary, per
21 CFR § 211.196. We are concerned about the potential for cross-contamination at your
facility and request that your firm inform us upon receipt of this letter of your plans to
assess the hazard to products repacked by your firm.

Fio, EERET, W L2 ToEERNLOr v NESEIIXEIE S E TE AR i
HRNZ & BEO, BEHIEERELOF/ Ty FOEEN, b LIRS AIZIE, 21 CFR § 211.196
- T, ZDERARETZ DX IIC, BHITRELERD X HICEDV AT LRSI L%
T RANA ZASFTN/EL, FexFDAE LTIE, EHEMERR DA HYL D AIREMEIZ DUV T O
ZHoTWh, ZOEMIT, SENFAET IR OME (hazard) A& E (assess) 5720
@77/(ﬁu)®%m%*@5%®f%6ﬁ\:@i%@ FHIZOWT, Fox @i E Sh
72U,

FRYE : "its own air conditioning system" & 1%, ENTHEERT 572>, HDWITENIIRET DIED
ez L b s,

You should take prompt action to correct the violations cited in this letter.

ZOEMICEE LIENEZRLET D720 0OH#HE Z NI T 2 &,

Failure to promptly correct these violations may result in legal action without further
notice, including, without limitation, seizure and injunction. Other federal agencies may
take this Warning Letter into account when considering the award of contracts.
Additionally, FDA may withhold approval of requests for export certificates, or approval
of pending new drug applications listing your facility as a manufacturer until the above
violations are corrected. A reinspection may be necessary.

ZTNDDOER ZBCDICRIETE T, ZALLEoBHMEITH) Z 2L, ENEELY &5
ZERH D, ZHUTESIBRIZITOND L O TH D | ZEM 2 (seizure) 35 KOV £ 1Ay (injunction)
bEEND, MOBREELDETIZ, ZAERKNOREELZBRT HICHLY, ZOEEELSE
BT HZLICRDTHAD, T, FDAIL, HFENE (export certificates) DFER7KFE, #ik
EFL L TCOEMMHAE Y A N L TOWOIRBEFTOHERFEAR L, FEERPEIET S E T
ELEZLHTHAH, HELE (reinspection) NMLETH A 9,

Within fifteen working days of receipt of this letter, please notify this office in writing of
the specific steps that you have taken to correct violations. Include an explanation of each
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step taken to prevent the recurrence of violations, as well as copies of related
documentation. If you cannot complete corrective action within fifteen working days, state
the reason for the delay and the time within which you will complete the correction.

ZOEMEZHEEL, 156 HEBH (working days) DINIZ, SR EN Z2IET 5 PIAELZ CE
{ELTZ DA T 4 RZHEFAE ST, ZHUTiE, BERT2XEOBE LE2TL 5 LI, EX
DFFEMIET DD E HZREEAT v TOFHALED LNV, b L, B IEKEZ
15 AUNIZE THRZNDO ThIUX, TOENOIHB L TORZENTETT 5 ThH 9 HifH
WZOWTH LIk B 720,

Additionally, your response should state the date(s) when you ceased repackaging
operations and distribution of drug product(s) repackaged at your facility.

HIZ, BEtEomEEETIE, FaEiEEs K U THaLE L7 EE G ORLE 2 Pl 5 H
fF (BEEITEE) (o0 Tid~s Z &,

Your response should be sent to:

Director, Compliance Branch

Food and Drug Administration

Los Angeles District Office

19701 Fairchild

Irvine, CA 92612
If you have any questions about the content of this letter, please contact Dr. William Vitale,
Compliance Officer, at 949-608-29109.

Sincerely yours,

Is/

Alonza E. Cruse

District Director

Cc

: Jeff Farrar, DVM, PhD, MPH

California Department of Public Health
Food and Drug Branch

1500 Capitol Avenue, MS-7602
Sacramento, CA 95899-7413
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