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VETERINARY PHARMACOVIGILANCE
REPORT  FOR SUSPECT ED ADVERSE REACT IONS IN  ANIMALS OR IN  HUMANS

AFT ER T HE USE OF A VET ERINARY MEDICINE

 1. ADDRESS OF COMPETENT AUTHORITY  2. NAME AND ADDRESS OF SENDER

D a te  c o mp la in t  re c e iv e d  b y se n d e r:
(dd-M on-yyyy)

T ype o f report In itia l Follow -up (date, c ase number)

Person w ho reported  the reac tion : v eterinarian physic ian other:ow ner pharmac ist

 3.  VETERINARIAN/ PHYSICIAN/ PHARMACIST  4. ANIMAL OW NER /  HUMAN PATIENT

 5. ANIMAL DATA N o .  o f  a n ima ls tre a te d : N o .  o f  a n ima ls  sh o w in g  sig n s: N o .  o f  a n ima ls d ie d :

Animal c harac teristic s (an imal(s) show ing signs):

Spec ies: Breed/ produc tion type:

Sex/ physiolog ic a l status: other:neuteredpregnantmalefemale lac tating

W eight (k ilos): Age:

Sta te of hea lth  at time of trea tment: good fair poor c ritic al

R eason(s) for trea tment (prev ention aga inst w hat d isease(s) o r in itia l d iagnosis):

28-Apr-2025

1 1 0

Dog

Unknown

10 12 Year(s)

--UNKNOWN--

 6.  PRODUCT DATA # 1
T rade name (inc lude dosage fo rm and strength):

Librela 5 mg Solution for Injection for Dogs; Dosage Form: Solution for injection
Ac tiv e  substanc e(s) (IN N ):

Batc h  N o.: REQUESTED, UNKNOWN

M .A. number:

Storage deta ils:

--UNKNOWN--

Start date  o f treatment:

5-Dec-2024

Stop date  or dura tion :

--UNKNOWN--

W ho administe red  the produc t: Veterinarian
ow nerv eterinarian other

exp lain :nounk now nyesU se ac c ord ing  to  label:

D id  reac tion  abate a fte r stopping drug?

D id  reac tion  reappear a fte r re in troduc tion?

L ist a ll other re lev ant med ic a tions giv en to  an imal(s):

Expiry date : --UNKNOWN--

yes

yes

no

no

not applic ab le

not applic ab le

R oute/ site o f administra tion: Unknown

T reatment D etails:

D ose/ frequenc y:

42058/5029

AT C v et c ode: QN02BG91

D ose, frequenc y, indic ation , dura tion o f 

treatment (da tes of beginning and end)

R oute  and site o f 

admin

Batc h  N o.CompanyProduc t name/  

unk now n

--UNKNOWN--
Ac tion  tak en a fte r reac tion: drug  w ithdraw n dose reduc ed other

Safety issues in animals in  humans

Lac k  o f expec ted  effic ac y

W ithdraw al period  issues

Env ironmental problems

R eporting  c ountry: United Kingdom

United KingdomPurc hase c ountry:

R eport sourc e: Owner

--UNKNOWN--

--UNKNOWN--

Terrier - Yorkshire

Bedinvetmab
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 7. REACTION DATA D ate of onset of unexpec ted signs:

D uration  of reac tion :

D esc ribe  the sequenc e or ev ents inc lud ing  administra tion o f p roduc t(s), a ll c lin ic a l signs, site  of reac tion , sev erity,

pertinent lab  tests, nec ropsy results, possib le c ontribu ting fac tors (if nec essary use extra sheet):

W ere the  unexpec ted signs treated?  If yes, g iv e the de tails o f trea tment inc lud ing produc t(s) used:

Outc ome of reac tion  to  da te :

N o of an imals:

D ate w hen:

K illed / euthan ised d ied under trea tment a liv e w ith  sequelae rec ov ered unk now n

 9. PREVIOUS EXPOSURE AND REACTION(S) TO PRODUCT(S)

Prev ious reac tion  to the  suspec t p roduc t?

Prev ious exposure to  the suspec t produc t? no yes

no yes

D ate(s):

D esc ribe:

10. DETAILS OF SUSPECTED ADVERSE REACTION(S) IN HUMANS

Patien t deta ils Sex: Age/ date o f b irth : Oc c upation (if re lev ant):

D ate o f exposure:

N ature  and duration  of exposure, reac tion de tails (inc lud ing  symptoms) and outc ome:

D ate  of reac tion :

--UNKNOWN--D e-c ha llenge in fo rmation:

8. ATTENDING VETERINARIAN'S LEVEL OF SUSPICION THAT DRUG CAUSED 

possib le un lik e ly no a ttend ing  v e t

6-Feb-2025

Adverse Events

07APR25: A pet owner reported a adverse reaction involving LIBRELA SOLUTION FOR INJECTION FOR 
DOGS in a canine (Yorkshire terrier, male, entire, 12 years old, 10kg in unknown condition). The 
patient has received Librela monthly since 05Sep24.
On 05DEC24 he was administered an unknown dose of Librela by the vet, for the indication of 
suspected arthritis.  On 06FEB25 he developed tremors like someone has a stun gun against his 
body. Incontinence during the night. Anxiety and afraid like symptoms. Shakes when drinking 
water, slow breathing and chest like infection when sleeping. Unknown growths and head twitching. 
This was treated with Prednisolone and current outcome is unknown. No attending vet. No further 

--UNKNOWN--

Unknown

--UNKNOWN-- --UNKNOWN-- --UNKNOWN--

--UNKNOWN-- --UNKNOWN--

--UNKNOWN--

0 0 0 0 0 1

See continuation page

 

Pregnant

--UNKNOWN--

ATED TO ALL SUSPECTED PRODUCTS
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 7. REACTION DATA (continued)

Adverse Events

information.
SUPPLEMENTAL DOCUMENTS: 

(Tremor, Urinary incontinence, Anxiety, Tremor, Bradypnoea, Respiratory tract infection NOS, 
Tremor, Mass NOS),  (Outcome :  Unknown)

Medical History

Version : unapprov ed


