'+, USP REFERENCE STANDARD CERTIFICATE

CEFDINIR

USP Catalog No.: 1097614

USP Lot No.: R226VO0

Chemical Information

Chemical Name(s): (6R,7R)-7-[[(22)-(2-Amino-4-thiazolyl)-(hydroximino)acetyl] amino]-3-ethenyl-8-oxo-5-

thia-1-azabicyclo[4.2.0]oct-2-ene-2-carboxylic acid monohydrate

CAS Number: | 213978-34-8

Molecular Formula: | C14H13NsOsS; - H20

||II

Molecular Weight: | 413.42
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USP REFERENCE STANDARD CERTIFICATE

.! »!-‘ REFERENCE STAN DARD Avoid breathing dust/fume/gas/mist/vapors/spray. In case

g = of inadequate ventilation wear respiratory protection.
[ R— CEFDINIR 300 mg
g3y = = Contaminated work clothing must not be allowed out of the
] g T = Danger! May cause allergy or asthma symptoms or breathing difficulties if inhaled. May cause an . . .
SHs = allergic skin reaction. workplace. Wear protective gloves. If on skin: Wash with
820 = o lenty of water. If skin irritation or rash occurs: Get medical
3 2 ? — g This is the monohydrate form of cefdinir. For quantitative applications, determine the water content pd . y/ ttenti Wash t inated clothi bef
Lo: == ﬁ titrimetrically at the time of use. Use as is material and correct weight for water content. For quantitative a _Vlce attention. _as . COF'I _amlna €d clothing berore reuse_'
§ 2 § w7 chromatographic applications, use a value of 991 ug of cefdinir (C1sH13NsOsS;) per mg of material on If inhaled: If breathlng is difficult, remove person to fresh air
%2 = the anhydrous basis. For ic use a value of 1000 ug of i i i
£8q == cefdinir (C14H13NsOsS2) per mg of material on the anhydrous basis. Keep container tightly closed and _keep comforlable‘ for breathlng. I experiencing .
ig g = 3 Protect from light. Material is hygroscopic. Store in a freezer. r95plrat°ry SymPtQmS: Calla poison cz_enter/doctor. DISpOSé
3. = See certificate for any additional information. of contents/container in accordance with
$8s — USP, 12601 Twinbrook Pkwy, Rockville, MD, +1-301-881-0666 local/regional/national/international regulations.

Cat. No. 1097614 Material mfd. in India

Danceltte A. Vattzine

Quality Assurance
Certificate Version History
Version Number Date Reasons for Change
00 (Current) 17-0CT-2024 First issue
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'+, USP REFERENCE STANDARD CERTIFICATE

Label

Reference Standard label typically contains the name, catalog number, lot number, package size, assigned values when
applicable, storage conditions, handling instructions, and country of origin information. The lzbel may also include
hazard and precautionary statements required by the Occupationzl Safety and Hezlth Administration (OSHA).
Assigned Value

For USP Reference Standards with compendial quantitative use(z), an assigned value is provided on the labsl and/or
the Certificate.

For USP Reference Standards with compendial quzlitative use(s), USP may choose to provide a value, eg,
chromatographic purity, for informational purposes in the Certificate, on a case-by-case basis.

Valid Use Date

It is the responsibility of the user to ascertain that a particular lot of 3 USP Reference Standard has official status either
25 a "Current Lot" or as a3 "Previous Lot" within the assigned valid use date. The online USP Reference Standards
Catzlog and the online USP Store at wesw.uspoorg are updated daily. USP recommends referring to one of these
sources prior to wsing 3 USP Reference Standard to make sure the lotis valid for use.

Storage

Ztorage conditions are lot—specific and may change from one lot to znother. Storage conditions on the label and/or
the Certificate are valid for unopened container as received. Once the container is openad, unless otherwise specified
on the label and/or the Certificate, users are responsible for storing any remaining material according to their site
procedures and ensuring continued suitability for its intended use. If no specific directions or limitations are provided
an the [abel, conditions of storzge include storage at room temperature and protection from moisture, light, freezing,
and excessive heat. See General Chapter <655 im the USP-MF Online for storage and handing definitions.
Instructions for Use

Follow the instructions provided on the label and/or the Certificate and in the associzted USP documentary
standard(s). Fleaze refer to General Chapter <11 for additional information.

MNon-UsP Compendial Use

USP Reference Standards are for use in analytical or laboratory applications generzlly as specified im USSP compendia.
They are not for use in humans or animals as drugs, food, or medical devices. It may be possible to use a USP RS
gutside of its associated USSP compendial applications; howewver, it is the responsikbility of the uzer to determine the
suitability of the LUSP RS for a non-USP uze.

LEGAL MOTICE

USSP WARRANTS GOOD TITLE TO USP REFEREMCE STAMNDARDS OM DISPATCH FROM USP. THE FOREGOING
WARRANTY I5 IN LIEL OF AMY OTHER WARRANTIES, EXPRESS OR IMPLIED, INCLUDING WITHOUT
LIMITATION ANY WARRANTY OF MERCHANTABILITY OR FITMESS FOR A PARTICULAR PURPOSE, OR ANY
WARRANTY THAT THE PRODUCTS, INCLUDING THIS CERTIFICATE, ARE OF MERCHANTABLE QUALITY. USP'S
LIABILITY ARISING OUT OF OR RELATING TO THE SUPPLY OF USF REFERENCE STANMDARDS AMD THIS
CERTIFICATE SHALL IN NO EVENT INCLUDE LOS5 OF PROFITS, COST OF PROCURING SUBSTITUTE GOODS OR
SERVICES, OR ANY INCIDENTAL, INDIRECT, OR COMSEQUENTIAL DAMAGES OF ANY KIND, EVEN IF USP 15
AWARE OF THE POSSIBILITY OF SUCH DAMAGES. WITHOUT LIMITING THE GEMERALITY OF THE
FOREGOING, USP DOES MOT WARRANT THAT THE USE OR RESALE OF USP REFEREMCE STAMDARDS,
INCLUDING THEIR USE TO PERFORM TESTS AND AS5AYS PUBLISHED BY LSP, WILL NOT INFRINGE UNITED
STATES OR ANY OTHER PATEMNTS.

USP Reference Standards are not intended for use as drugs, food, or 25 medical devices.
Thiz certificate may not be reproduced withouwt the express written permission of USP.
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